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CHAPTER 8—NARCOTIC FARMS 

§§ 221 to 237. Repealed. July 1, 1944, ch. 373, title 
XIII, § 1313, 58 Stat. 714 

Section 221, act Jan. 19, 1929, ch. 82, § 1, 45 Stat. 1085, 

defined ‘‘habit-forming narcotic drug’’, ‘‘narcotic’’, and 

‘‘addict’’. See section 201 of Title 42, The Public Health 

and Welfare. 
Section 222, act Jan. 19, 1929, ch. 82, § 2, 45 Stat. 1085, 

provided for narcotic farms. See section 257 of Title 42. 
Section 222a, act June 23, 1935, ch. 725, § 1, 49 Stat. 

1840, provided name for narcotic farm at Lexington, Ky. 
Section 222b, act Mar. 28, 1938, ch. 55, § 1, 52 Stat. 134, 

provided name for narcotic farm at Fort Worth, Texas. 
Section 223, act Jan. 19, 1929, ch. 82, § 3, 45 Stat. 1085; 

1939 Reorg. Plan No. I, § 205(b), eff. July 1, 1939, 4 F.R. 

2728, 53 Stat. 1425, provided for an annual estimate of 

expenses of maintenance of narcotic farms. 
Section 224, act Jan. 19, 1929, ch. 82, § 4, 45 Stat. 1086, 

provided for construction of buildings for two of the 

narcotic farms. 
Section 225, act Jan. 19, 1929, ch. 82, § 5, 45 Stat. 1086; 

June 14, 1930, ch. 488, § 4(a), 46 Stat. 586; 1939 Reorg. Plan 

No. I, §§ 201, 205, eff. July 1, 1939, 4 F.R. 2728, 53 Stat. 

1424, provided for control and management of narcotic 

farms. 
Section 226, act Jan. 19, 1929, ch. 82, § 6, 45 Stat. 1086; 

1939 Reorg. Plan No. I, §§ 201, 205, eff. July 1, 1939, 4 F.R. 

2728, 53 Stat. 1424, 1425, provided for care and treatment 

of addicts. See section 257 of Title 42. 
Section 227, act Jan. 19, 1929, ch. 82, § 7, 45 Stat. 1086, 

provided for transfer to and from farms of addicts who 

are prisoners. See section 259 of Title 42. 
Section 228, act Jan. 19, 1929, ch. 82, § 8, 45 Stat. 1087, 

provided that it was the duty of prosecuting officers to 

report convicted persons believed to be addicts. See 

section 259 of Title 42. 
Section 229, act Jan. 19, 1929, ch. 82, § 9, 45 Stat. 1087; 

1939 Reorg. Plan No. I, §§ 201, 205, eff. July 1, 1939, 4 F.R. 

2728, 53 Stat. 1424, 1425, provided for employment of ad-

dicts. See section 258 of Title 42. 
Section 230, act Jan. 19, 1929, ch. 82, § 10, 45 Stat. 1087, 

provided for parole of inmates. See section 259 of Title 

42. 
Section 231, act Jan. 19, 1929, ch. 82, § 11, 45 Stat. 1087; 

1939 Reorg. Plan No. I, §§ 201, 205, eff. July 1, 1939, 4 F.R. 

2728, 53 Stat. 1424, 1425, provided for discharge of ad-

dicts. See section 259 of Title 42. 
Section 232, act Jan. 19, 1929, ch. 82, § 12, 45 Stat. 1088; 

1939 Reorg. Plan No. I, §§ 201, 205, eff. July 1, 1939, 4 F.R. 

2728, 53 Stat. 1424, 1425, provided for admission of vol-

untary patients. See section 260 of Title 42. 
Section 233, act Jan. 19, 1929, ch. 82, § 13, 45 Stat. 1088; 

1939 Reorg. Plan No. I, §§ 201, 205, eff. July 1, 1939, 4 F.R. 

2728, 53 Stat. 1424, 1425, provided for furnishing of gratu-

ities and transportation to discharged convicts. See 

section 259 of Title 42. 
Section 234, act. Jan. 19, 1929, ch. 82, § 14, 45 Stat. 1089; 

1939 Reorg. Plan No. I, §§ 201, 205, eff. July 1, 1939, 4 F.R. 

2728, 53 Stat. 1424, 1425, provided penalties for introduc-

tion of narcotic drugs into a narcotic farm. See section 

261 of Title 42. 
Section 235, act Jan. 19, 1929, ch. 82, § 15, 45 Stat. 1089, 

provided penalties for escape of inmates. See section 

261 of Title 42. 
Section 236, act Jan. 19, 1929, ch. 82, § 16, 45 Stat. 1089, 

provided penalties for procuring of escape by inmates. 

See section 261 of Title 42. 

Section 237, act Jan. 19, 1929, ch. 82, § 17, 45 Stat. 1089, 

provided for deportation of alien inmates who are enti-

tled to a discharge from narcotic farms. 

RENUMBERING OF REPEALING ACT 

Section 611 of act July 1, 1944, which repealed this 

section, was renumbered § 711 by act Aug. 13, 1946, ch. 

958, § 5, 60 Stat. 1049, § 713 by act Feb. 28, 1948, ch. 83, 

§ 9(b), 62 Stat. 47, § 813 by act July 30, 1956, ch. 779, § 3(b), 

70 Stat. 720, § 913 by Pub. L. 88–581, § 4(b), Sept. 4, 1964, 

78 Stat. 919, § 1013 by Pub. L. 89–239, § 3(b), Oct. 6, 1965, 

79 Stat. 931, § 1113 by Pub. L. 91–572, § 6(b), Dec. 24, 1970, 

84 Stat. 1506, § 1213 by Pub. L. 92–294, § 3(b), May 16, 1972, 

86 Stat. 137, § 1313 by Pub. L. 93–154, § 2(b)(2), Nov. 16, 

1973, 87 Stat. 604, and was repealed by Pub. L. 93–222, 

§ 7(b), Dec. 29, 1973, 87 Stat. 936. 

CHAPTER 9—FEDERAL FOOD, DRUG, AND 
COSMETIC ACT 

SUBCHAPTER I—SHORT TITLE 

Sec. 

301. Short title. 

SUBCHAPTER II—DEFINITIONS 

321. Definitions; generally. 

321a. ‘‘Butter’’ defined. 

321b. ‘‘Package’’ defined. 

321c. Nonfat dry milk; ‘‘milk’’ defined. 

SUBCHAPTER III—PROHIBITED ACTS AND 

PENALTIES 

331. Prohibited acts. 

332. Injunction proceedings. 

(a) Jurisdiction of courts. 

(b) Violation of injunction. 

333. Penalties. 

(a) Violation of section 331 of this title; 

second violation; intent to defraud 

or mislead. 

(b) Prescription drug marketing viola-

tions. 

(c) Exceptions in certain cases of good 

faith, etc. 

(d) Exceptions involving misbranded 

food. 

(e) Prohibited distribution of human 

growth hormone. 

(f) Violations related to devices. 

333a. Repealed. 

334. Seizure. 

(a) Grounds and jurisdiction. 

(b) Procedure; multiplicity of pending 

proceedings. 

(c) Availability of samples of seized 

goods prior to trial. 

(d) Disposition of goods after decree of 

condemnation; claims for remission 

or mitigation of forfeitures. 

(e) Costs. 

(f) Removal of case for trial. 

(g) Administrative restraint; detention 

orders. 

335. Hearing before report of criminal violation. 

335a. Debarment, temporary denial of approval, 

and suspension. 

(a) Mandatory debarment. 

(b) Permissive debarment. 

(c) Debarment period and considerations. 

(d) Termination of debarment. 

(e) Publication and list of debarred per-

sons. 

(f) Temporary denial of approval. 

(g) Suspension authority. 

(h) Termination of suspension. 

(i) Procedure. 

(j) Judicial review. 

(k) Certification. 

(l) Applicability. 

335b. Civil penalties. 

(a) In general. 

(b) Procedure. 

(c) Judicial review. 

(d) Recovery of penalties. 

(e) Informants. 

335c. Authority to withdraw approval of abbre-

viated drug applications. 

(a) In general. 
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(b) Procedure. 

(c) Applicability. 

(d) Judicial review. 

336. Report of minor violations. 

337. Proceedings in name of United States; provi-

sion as to subpoenas. 

SUBCHAPTER IV—FOOD 

341. Definitions and standards for food. 

342. Adulterated food. 

(a) Poisonous, insanitary, etc., ingredi-

ents. 

(b) Absence, substitution, or addition of 

constituents. 

(c) Color additives. 

(d) Confectionery containing alcohol or 

nonnutritive substance. 

(e) Oleomargarine containing filthy, pu-

trid, etc., matter. 

(f) Dietary supplement or ingredient: 

safety. 

(g) Dietary supplement: manufacturing 

practices. 

343. Misbranded food. 

(a) False or misleading label. 

(b) Offer for sale under another name. 

(c) Imitation of another food. 

(d) Misleading container. 

(e) Package form. 

(f) Prominence of information on label. 

(g) Representation as to definition and 

standard of identity. 

(h) Representation as to standards of 

quality and fill of container. 

(i) Label where no representation as to 

definition and standard of identity. 

(j) Representation for special dietary 

use. 

(k) Artificial flavoring, artificial color-

ing, or chemical preservatives. 

(l) Pesticide chemicals on raw agricul-

tural commodities. 

(m) Color additives. 

(n) Packaging or labeling of drugs in vio-

lation of regulations. 

(o) Saccharin for immediate consump-

tion. 

(p) Saccharin not for immediate con-

sumption. 

(q) Nutrition information. 

(r) Nutrition levels and health-related 

claims. 

(s) Dietary supplements. 

343–1. National uniform nutrition labeling. 

343–2. Dietary supplement labeling exemptions. 

(a) In general. 

(b) Application. 

(c) Burden of proof. 

343a. Health risks presented by use of saccharin. 

(a) Statement on vending machines dis-

pensing food containing saccharin 

respecting health risk; regulations. 

(b) Availability and distribution of infor-

mation; review and revision. 

344. Emergency permit control. 

(a) Conditions on manufacturing, proc-

essing, etc., as health measure. 

(b) Violation of permit; suspension and 

reinstatement. 

(c) Inspection of permit-holding estab-

lishments. 

345. Regulations making exemptions. 

346. Tolerances for poisonous or deleterious sub-

stances in food; regulations. 

346a. Tolerances for pesticide chemicals in or on 

raw agricultural commodities. 

(a) Conditions of safety. 

(b) Establishment of tolerances. 

(c) Exemptions. 

Sec. 

(d) Regulations pursuant to petition; 

publication of notice; time for issu-

ance; referral to advisory commit-

tees; effective date; hearings. 
(e) Regulations pursuant to Administra-

tor’s proposals. 
(f) Data submitted as confidential. 
(g) Advisory committees; appointment; 

composition; compensation; clerical 

assistance. 
(h) Right of consultation. 
(i) Judicial review. 
(j) Temporary tolerances. 

(k) Regulations based on public hearings 

before January 1, 1953. 
(l) Pesticides under Federal Insecticide, 

Fungicide, and Rodenticide Act; 

functions of Administrator of the 

Environmental Protection Agency; 

certifications; hearing; time limita-

tion; opinion; regulations. 
(m) Amendment of regulations. 
(n) Guaranties. 
(o) Payment of fees; services or functions 

as conditioned on; waiver or refund 

of fees. 
346b. Authorization of appropriations. 
347. Intrastate sales of colored oleomargarine. 

(a) Law governing. 
(b) Labeling and packaging require-

ments. 
(c) Sales in public eating places. 
(d) Exemption from labeling require-

ments. 
(e) Color content of oleomargarine. 

347a. Congressional declaration of policy regarding 

oleomargarine sales. 
347b. Contravention of State laws. 
348. Food additives. 

(a) Unsafe food additives; exception for 

conformity with exemption or regu-

lation. 
(b) Petition for regulation prescribing 

conditions of safe use; contents; de-

scription of production methods and 

controls; samples; notice of regula-

tion. 
(c) Approval or denial of petition; time 

for issuance of order; evaluation of 

data; factors. 
(d) Regulation issued on Secretary’s ini-

tiative. 
(e) Publication and effective date of or-

ders. 
(f) Objections and public hearing; basis 

and contents of order; statement. 
(g) Judicial review. 
(h) Amendment or repeal of regulations. 
(i) Exemptions for investigational use. 

349. Bottled drinking water standards; publication 

in Federal Register. 
350. Vitamins and minerals. 

(a) Authority and limitations of Sec-

retary; applicability. 
(b) Labeling and advertising require-

ments for foods. 
(c) Definitions. 

350a. Infant formulas. 
(a) Adulteration. 
(b) Requirements for quality factors, 

good manufacturing practices, and 

retention of records. 
(c) Registration of persons distributing 

new infant formula. 
(d) Submission of information about new 

infant formula required. 
(e) Additional notice requirements for 

manufacturer. 
(f) Procedures applicable to recalls by 

manufacturer; regulatory oversight. 
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(g) Recordkeeping requirements for man-

ufacturer; regulatory oversight and 

enforcement. 
(h) Exemptions; regulatory oversight. 
(i) Nutrient requirements. 

350b. New dietary ingredients. 
(a) In general. 
(b) Petition. 
(c) ‘‘New dietary ingredient’’ defined. 

SUBCHAPTER V—DRUGS AND DEVICES 

PART A—DRUGS AND DEVICES 

351. Adulterated drugs and devices. 
(a) Poisonous, insanitary, etc., ingredi-

ents; adequate controls in manufac-

ture. 
(b) Strength, quality, or purity differing 

from official compendium. 
(c) Misrepresentation of strength, etc., 

where drug is unrecognized in com-

pendium. 
(d) Mixture with or substitution of an-

other substance. 
(e) Devices not in conformity with per-

formance standards. 
(f) Certain class III devices. 
(g) Banned devices. 
(h) Manufacture, packing, storage, or in-

stallation of device not in conform-

ity with applicable requirements or 

conditions. 
(i) Failure to comply with requirements 

under which device was exempted 

for investigational use. 
352. Misbranded drugs and devices. 

(a) False or misleading label. 
(b) Package form; contents of label. 
(c) Prominence of information on label. 
(d) Habit forming substances. 
(e) Designation of drugs or devices by es-

tablished names. 
(f) Directions for use and warnings on 

label. 
(g) Representations as recognized drug; 

packing and labeling; inconsistent 

requirements for designation of 

drug. 
(h) Deteriorative drugs; packing and la-

beling. 
(i) Drug; misleading container; imita-

tion; offer for sale under another 

name. 
(j) Health-endangering when used as pre-

scribed. 
(k) Insulin not properly certified. 
(l) Antibiotic drugs improperly certified. 

(m) Color additives; packing and labeling. 
(n) Prescription drug advertisements: es-

tablished name; quantitative for-

mula; side effects, contraindica-

tions, and effectiveness; prior ap-

proval; false advertising; labeling; 

construction of the Convention on 

Psychotropic Substances. 
(o) Drugs or devices from nonregistered 

establishments. 
(p) Packaging or labeling of drugs in vio-

lation of regulations. 
(q) Restricted devices using false or mis-

leading advertising or used in viola-

tion of regulations. 
(r) Restricted devices not carrying req-

uisite accompanying statements in 

advertisements and other descrip-

tive printed matter. 
(s) Devices subject to performance stand-

ards not bearing requisite labeling. 
(t) Devices for which there has been a 

failure or refusal to give required 

notification or to furnish required 

material or information. 

Sec. 

353. Exemptions and consideration for certain 

drugs, devices, and biological products. 
(a) Regulations for goods to be processed, 

labeled, or repacked elsewhere. 
(b) Prescription by physician; exemption 

from labeling and prescription re-

quirements; misbranded drugs; com-

pliance with narcotic and mari-

huana laws. 
(c) Sales restrictions. 
(d) Distribution of drug samples. 
(e) Wholesale distributors; guidelines for 

licensing; definitions. 
(f) Veterinary prescription drugs. 

(g) Regulation of combination products. 

354. Repealed. 

355. New drugs. 

(a) Necessity of effective approval of ap-

plication. 

(b) Filing application; contents. 

(c) Period for approval of application; pe-

riod for, notice, and expedition of 

hearing; period for issuance of 

order. 

(d) Grounds for refusing application; ap-

proval of application; ‘‘substantial 

evidence’’ defined. 

(e) Withdrawal of approval; grounds; im-

mediate suspension upon finding 

imminent hazard to public health. 

(f) Revocation of order refusing, with-

drawing or suspending approval of 

application. 

(g) Service of orders. 

(h) Appeal from order. 

(i) Exemptions of drugs for research; dis-

cretionary and mandatory condi-

tions; direct reports to Secretary. 

(j) Abbreviated new drug applications. 

(k) Records and reports; required infor-

mation; regulations and orders; ac-

cess to records. 

(l) Public disclosure of safety and effec-

tiveness data. 

(m) ‘‘Patent’’ defined. 

356. Certification of drugs containing insulin. 

(a) Standards for certification. 

(b) Regulations. 

(c) Tests or methods of assay; revision. 

357. Certification of drugs containing penicillin, 

streptomycin, chlortetracycline, chlor-

amphenicol, bacitracin, or any other anti-

biotic drug. 

(a) Regulations prescribed by Secretary; 

release prior to certification; ‘‘anti-

biotic drug’’ defined. 

(b) Provisions of regulations. 

(c) Exemption of drugs not involving 

safety and efficacy of use; consider-

ations; certification after exemp-

tion; labeling and advertising 

claims. 

(d) Exemption of drugs stored, processed, 

and labeled at plants other than 

manufacturer’s, used in manufac-

ture of other drugs or for investiga-

tional purposes; discretionary and 

mandatory conditions; direct re-

ports to Secretary. 

(e) Exempted new drugs subject to sec-

tion 355 of this title; request for cer-

tification of exempted drug; deter-

mination of compliance with sec-

tions 351(b) and 352(g) of this title. 

(f) Filing of petitions; contents; notice; 

answer; public hearing; orders. 

(g) Records and reports; professional eth-

ics and interests of patients; exam-

ination of data; access to records. 
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(h) Issuance of regulations; conditions; 

amendment or repeal of regulations; 

effective date; procedure; lack of 

substantial evidence. 
358. Authority to designate official names. 

(a) Necessity or desirability; use in offi-

cial compendiums; infringement of 

trademarks. 
(b) Review of names in official compen-

diums. 
(c) Determinations of complexity, useful-

ness, multiplicity, or lack of name; 

designation by Secretary. 
(d) Revised official names; compilation, 

publication, and public distribution 

of listings. 
(e) Request by compiler of official com-

pendium for designation of name. 
359. Nonapplicability of subchapter to cosmetics. 
360. Registration of producers of drugs or devices. 

(a) Definitions. 
(b) Annual registration. 
(c) New producers. 
(d) Additional establishments. 
(e) Registration number; uniform system 

for identification of devices in-

tended for human use. 
(f) Availability of registrations for in-

spection. 
(g) Exclusions from application of sec-

tion. 
(h) Inspection of premises. 
(i) Foreign establishments. 
(j) Filing of lists of drugs and devices 

manufactured, prepared, propagated 

and compounded by registrants; 

statements; accompanying disclo-

sures. 
(k) Report preceding introduction of de-

vices into interstate commerce. 
360a. Repealed. 
360b. New animal drugs. 

(a) Unsafe new animal drugs and animal 

feed containing such drugs; condi-

tions of safety; exemption of drugs 

for research. 
(b) Filing application for uses of new ani-

mal drug; contents; patent informa-

tion; abbreviated application. 
(c) Period for approval of application; pe-

riod for, notice, and expedition of 

hearing; period for issuance of 

order; abbreviated applications; 

withdrawal periods; effective date of 

approval; relationship to other ap-

plications; withdrawal or suspen-

sion of approval; bioequivalence; fil-

ing of additional patent informa-

tion. 
(d) Grounds for refusing application; ap-

proval of application; factors; ‘‘sub-

stantial evidence’’ defined. 
(e) Withdrawal of approval; grounds; im-

mediate suspension upon finding 

imminent hazard to health of man 

or animals. 
(f) Revocation of order refusing, with-

drawing or suspending approval of 

application. 
(g) Service of orders. 
(h) Appeal from order. 
(i) Publication in Federal Register; ef-

fective date and revocation or sus-

pension of regulation. 
(j) Exemption of drugs for research; dis-

cretionary and mandatory condi-

tions. 
(k) Food containing new animal drug 

considered unadulterated while ap-

proval of application for such drug 

is effective. 

Sec. 

(l) Records and reports; required infor-

mation; regulations and orders; ex-

amination of data; access to 

records. 

(m)(1) Filing application for uses of animal 

feed containing new animal drug; 

contents. 

(2) Period for approval of application; pe-

riod for, notice, and expedition of 

hearing; period for issuance of 

order. 

(3) Grounds for refusing application; ap-

proval of application; approval ef-

fective during existence of sub-

section (i) regulation. 

(4) Withdrawal of approval; grounds; im-

mediate suspension upon finding 

imminent hazard to health of man 

or animals. 

(5) Records and reports; regulations and 

orders; access to records. 

(n) Abbreviated applications for new ani-

mal drugs; contents, filing, etc.; 

lists of approved drugs. 

(o) ‘‘Patent’’ defined. 

(p) Safety and effectiveness data. 

360c. Classification of devices intended for human 

use. 

(a) Classes of devices. 

(b) Classification panels. 

(c) Classification panel organization and 

operation. 

(d) Panel recommendation; publication; 

priorities. 

(e) Classification changes. 

(f) Initial classification and reclassifica-

tion of certain devices. 

(g) Information. 

(h) Definitions. 

(i) Substantial equivalence. 

360d. Performance standards. 

(a) Reasonable assurance of safe and ef-

fective performance; periodic eval-

uation. 

(b) Establishment of a standard. 

360e. Premarket approval. 

(a) General requirement. 

(b) Regulation to require premarket ap-

proval. 

(c) Application for premarket approval. 

(d) Action on application for premarket 

approval. 

(e) Withdrawal and temporary suspen-

sion of approval of application. 

(f) Product development protocol. 

(g) Review. 

(h) Service of orders. 

(i) Revision. 

360f. Banned devices. 

(a) General rule. 

(b) Special effective date. 

360g. Judicial review. 

(a) Petition; record. 

(b) Additional data, views, and argu-

ments. 

(c) Standard for review. 

(d) Finality of judgments. 

(e) Remedies. 

(f) Statement of reasons. 

360h. Notification and other remedies. 

(a) Notification. 

(b) Repair, replacement, or refund. 

(c) Reimbursement. 

(d) Effect on other liability. 

(e) Recall authority. 

360i. Records and reports on devices. 

(a) General rule. 

(b) User reports. 

(c) Persons exempt. 
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(d) Certification. 

(e) Device tracking. 

(f) Reports of removals and corrections. 

360j. General provisions respecting control of de-

vices intended for human use. 

(a) General rule. 

(b) Custom devices. 

(c) Trade secrets. 

(d) Notices and findings. 

(e) Restricted devices. 

(f) Good manufacturing practice require-

ments. 

(g) Exemption for devices for investiga-

tional use. 

(h) Release of information respecting 

safety and effectiveness. 

(i) Proceedings of advisory panels and 

committees. 

(j) Traceability. 

(k) Research and development. 

(l) Transitional provisions for devices 

considered as new drugs or anti-

biotic drugs. 

(m) Humanitarian device exemption. 

360k. State and local requirements respecting de-

vices. 

(a) General rule. 

(b) Exempt requirements. 

360l. Postmarket surveillance. 

(a) In general. 

(b) Surveillance approval. 

PART B—DRUGS FOR RARE DISEASES OR CONDITIONS 

360aa. Recommendations for investigations of drugs 

for rare diseases or conditions. 

(a) Request by sponsor; response by Sec-

retary. 

(b) Regulations. 

360bb. Designation of drugs for rare diseases or con-

ditions. 

(a) Request by sponsor; preconditions; 

‘‘rare disease or condition’’ defined. 

(b) Notification of discontinuance of drug 

or application as condition. 

(c) Notice to public. 

(d) Regulations. 

360cc. Protection for drugs for rare diseases or con-

ditions. 

(a) Exclusive approval, certification, or 

license. 

(b) Exceptions. 

360dd. Open protocols for investigations of drugs for 

rare diseases or conditions. 

360ee. Grants and contracts for development of 

drugs for rare diseases and conditions. 

(a) Authority of Secretary. 

(b) Definitions. 

(c) Authorization of appropriations. 

PART C—ELECTRONIC PRODUCT RADIATION CONTROL 

360hh. Definitions. 

360ii. Program of control. 

(a) Establishment. 

(b) Powers of Secretary. 

(c) Record keeping. 

360jj. Studies by the Secretary. 

(a) Report to Congress. 

(b) Participation of other Federal agen-

cies. 

(c) Organization of studies and participa-

tion. 

360kk. Performance standards for electronic prod-

ucts. 

(a) Promulgation of regulations. 

(b) Administrative procedure. 

(c) Publication in Federal Register. 

(d) Judicial review. 

(e) Availability of record. 

Sec. 

(f) Technical Electronic Product Radi-

ation Safety Standards Committee. 

(g) Review and evaluation. 

(h) Product certification. 

360ll. Notification of defects in and repair or re-

placement of electronic products. 

(a) Notification; exemption. 

(b) Method of notification. 

(c) Requisite elements of notification. 

(d) Copies to Secretary of communica-

tions by manufacturers to dealers 

or distributors regarding defects. 

(e) Notice from Secretary to manufac-

turer of defects or failure to comply 

with standards. 

(f) Correction of defects. 

(g) Effective date. 

360mm. Imports. 

(a) Refusal of admission to noncomplying 

electronic products. 

(b) Bond. 

(c) Liability of owner or consignee for ex-

penses connected with refusal of ad-

mission. 

(d) Designation of agent for purposes of 

service. 

360nn. Inspection, records, and reports. 

(a) Inspection of premises. 

(b) Record keeping. 

(c) Disclosure of technical data. 

(d) Public nature of reports. 

(e) Trade secrets. 

(f) Information required to identify and 

locate first purchasers of electronic 

products. 

360oo. Prohibited acts. 

360pp. Enforcement. 

(a) Jurisdiction of courts. 

(b) Penalties. 

(c) Venue; process. 

(d) Warnings. 

(e) Compliance with regulations. 

(f) Additional remedies. 

360qq. Annual report. 

360rr. Federal-State cooperation. 

360ss. State standards. 

SUBCHAPTER VI—COSMETICS 

361. Adulterated cosmetics. 

362. Misbranded cosmetics. 

363. Regulations making exemptions. 

364. Repealed. 

SUBCHAPTER VII—GENERAL AUTHORITY 

PART A—GENERAL ADMINISTRATIVE PROVISIONS 

371. Regulations and hearings. 

(a) Authority to promulgate regulations. 

(b) Regulations for imports and exports. 

(c) Conduct of hearings. 

(d) Effectiveness of definitions and stand-

ards of identity. 

(e) Procedure for establishment. 

(f) Review of order. 

(g) Copies of records of hearings. 

372. Examinations and investigations. 

(a) Authority to conduct. 

(b) Availability to owner of part of 

analysis samples. 

(c) Records of other departments and 

agencies. 

(d) Information on patents for drugs. 

(e) Powers of enforcement personnel. 

372a. Transferred. 

373. Records of interstate shipment. 

374. Inspection. 

(a) Right of agents to enter; scope of in-

spection; notice; promptness; exclu-

sions. 
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Sec. 

(b) Written report to owner; copy to Sec-

retary. 

(c) Receipt for samples taken. 

(d) Analysis of samples furnished owner. 

(e) Accessibility of records. 

375. Publicity. 

(a) Reports. 

(b) Information regarding certain goods. 

376. Examination of sea food on request of packer; 

marking food with results; fees; penalties. 

377. Revision of United States Pharmacopoeia; de-

velopment of analysis and mechanical and 

physical tests. 

378. Advertising of foods. 

(a) Determination of misbranding; notifi-

cation of Federal Trade Commission 

by Secretary; contents. 

(b) Action by Federal Trade Commission 

precluding action by Secretary; ex-

ception. 

(c) Secretary’s determination of immi-

nent hazard to health as suspending 

applicability of provisions. 

(d) Coordination of action by Secretary 

with Federal Trade Commission. 

379. Confidential information. 

379a. Presumption of existence of jurisdiction. 

379b. Consolidated administrative and laboratory 

facility. 

(a) Authority. 

(b) Awarding of contract. 

(c) Donations. 

(d) Authorization of appropriations. 

379c. Transferred. 

379d. Automation of Food and Drug Administra-

tion. 

(a) In general. 

(b) Authorization of appropriations. 

PART B—COLORS 

379e. Listing and certification of color additives for 

foods, drugs, devices, and cosmetics. 

(a) Unsafe color additives. 

(b) Listing of colors; regulations; issu-

ance, amendment or repeal; referral 

to advisory committee; report and 

recommendations; appointment and 

compensation of advisory commit-

tee. 

(c) Certification of colors. 

(d) Procedure for issuance, amendment, 

or repeal of regulations. 

(e) Fees. 

(f) Exemptions. 

PART C—FEES 

SUBPART 1—FREEDOM OF INFORMATION FEES 

379f. Recovery and retention of fees for freedom of 

information requests. 

(a) In general. 

(b) Use of fees. 

(c) Waiver of fees. 

SUBPART 2—FEES RELATING TO DRUGS 

379g. Definitions. 

379h. Authority to assess and use drug fees. 

(a) Types of fees. 

(b) Fee amounts. 

(c) Increases and adjustments. 

(d) Fee waiver or reduction. 

(e) Effect of failure to pay fees. 

(f) Assessment of fees. 

(g) Crediting and availability of fees. 

(h) Collection of unpaid fees. 

(i) Construction. 

SUBCHAPTER VIII—IMPORTS AND EXPORTS 

381. Imports and exports. 

Sec. 

(a) Imports; list of registered foreign es-

tablishments; samples from un-

registered foreign establishments; 

examination and refusal of admis-

sion. 

(b) Disposition of refused articles. 

(c) Charges concerning refused articles. 

(d) Reimportation. 

(e) Exports. 

382. Exports of certain unapproved products. 

(a) Drugs intended for human or animal 

use which require approval or li-

censing. 

(b) Conditions for export; active pursuit 

of drug approval or licensing; appli-

cation for export, contents, ap-

proval or disapproval; list of eligible 

countries for export; criteria for list 

change. 

(c) Report to Secretary by holder of ap-

proved application; events requiring 

report; annual report to Secretary 

on pursuit of approval of drug. 

(d) Export of drug under approved appli-

cation prohibited. 

(e) Determination by Secretary of non-

compliance, failure of active pursuit 

of drug approval, imminent hazard 

of drug to public health, or expor-

tation of drug to noneligible coun-

try; notices and hearings; prohibi-

tion on exportation of drug. 

(f) Drugs used in prevention or treat-

ment of tropical disease. 

(g) Reference to Secretary and holder of 

application. 

383. Office of International Relations. 

SUBCHAPTER IX—MISCELLANEOUS 

391. Separability clause. 

392. Exemption of meats and meat food products. 

(a) Law determinative of exemption. 

(b) Laws unaffected. 

393. Food and Drug Administration. 

(a) In general. 

(b) Commissioner. 

(c) Technical and scientific review 

groups. 

394. Scientific review groups. 

395. Loan repayment program. 

(a) In general. 

(b) Applicability of certain provisions. 

(c) Authorization of appropriations. 

CHAPTER REFERRED TO IN OTHER SECTIONS 

This chapter is referred to in sections 453, 457, 466, 467, 

467f, 601, 607, 620, 679, 802, 811, 829, 902, 1033, 1049, 1052, 

1401, 1402, 1403 of this title; title 7 sections 136v, 138i, 

1431c, 5341, 6519; title 15 sections 70j, 1261, 1263, 1277, 1457, 

1459, 1460, 2057a, 2057b, 2079; title 18 section 42; title 19 

section 2578a; title 26 sections 170, 4817; title 35 sections 

155, 156, 271; title 42 sections 262, 300aa–22, 300aa–23, 

1396r–8, 1786, 3512, 7671. 

SUBCHAPTER I—SHORT TITLE 

§ 301. Short title 

This chapter may be cited as the Federal 
Food, Drug, and Cosmetic Act. 

(June 25, 1938, ch. 675, § 1, 52 Stat. 1040.) 

EFFECTIVE DATE; POSTPONEMENT IN CERTAIN CASES 

Act June 23, 1939, ch. 242, §§ 1, 2, 53 Stat. 853, 854, pro-

vided that: 

‘‘[SEC. 1] (a) The effective date of the following provi-

sions of the Federal Food, Drug, and Cosmetic Act is 

hereby postponed until January 1, 1940: Sections 402(c) 
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[342(c) of this title]; 403(e)(1) [343(e)(1) of this title]; 

403(g), (h), (i), (j), and (k) [343(g) to (k) of this title]; 

501(a), (4) [351(a)(4) of this title]; 502(b), (d), (e), (f), (g), 

and (h) [352(b), (d) to (h) of this title]; 601(e) [361(e) of 

this title]; and 602(b) [362(b) of this title]. 
‘‘(b) The Secretary of Agriculture shall promulgate 

regulations further postponing to July 1, 1940 the effec-

tive date of the provisions of sections 403(e)(1) [343(e)(1) 

of this title]; 403(g), (h), (i), (j), and (k) [343(g) to (k)]; 

502(b), (d), (e), (f), (g), and (h) [352(b), (d) to (h) of this 

title]; and 602(b) [362(b) of this title] of such Act with 

respect to lithographed labeling which was manufac-

tured prior to February 1, 1939, and to containers bear-

ing labeling which, prior to February 1, 1939, was litho-

graphed, etched, stamped, pressed, printed, fused or 

blown on or in such containers, where compliance with 

such provisions would be unduly burdensome by reason 

of causing the loss of valuable stocks of such labeling 

or containers, and where such postponement would not 

prevent the public interest being adequately served: 

Provided, That in no case shall such regulations apply 

to labeling which would not have complied with the re-

quirements of the Food and Drugs Act of June 30, 1906, 

as amended. 
‘‘SEC. 2. (a) The provisions of section 8 [section 10 of 

this title], paragraph fifth, under the heading ‘In the 

case of food:’, of the Food and Drugs Act of June 30, 

1906, as amended, and regulations promulgated there-

under, and all other provisions of such Act to the ex-

tent that they may relate to the enforcement of such 

section 8 [section 10 of this title] and of such regula-

tions, shall remain in force until January 1, 1940. 
‘‘(b) The provisions of such Act of June 30, 1906, as 

amended, [sections 1 to 5, 7 to 15, and 372a of this title] 

to the extent that they impose, or authorize the impo-

sition of, any requirement imposed by section 403(k) of 

the Federal Food, Drug, and Cosmetic Act [section 

343(k) of this title], shall remain in force until January 

1, 1940. 
‘‘(c) Notwithstanding the provisions of section 1 of 

this Act, such section shall not apply— 
‘‘(1) to the provisions of section 502(d) and (e) of the 

Federal Food, Drug, and Cosmetic Act [352(d), (e) of 

this title], insofar as such provisions relate to any 

substance named in section 8 [section 10 of this title], 

paragraph second, under the heading ‘In the case of 

drugs:’, of the Food and Drugs Act of June 30, 1906, as 

amended, or a derivative of any such substance; or 
‘‘(2) to the provisions of section 502(b), (d), (e), (f), 

(g), and (h) of the Federal Food, Drug, and Cosmetic 

Act [352(b), (d) to (h) of this title], insofar as such 

provisions relate to drugs to which section 505 [355 of 

this title] of such Act applies.’’ 

EFFECTIVE DATE 

Section 902(a) of act June 25, 1938, provided that: 

‘‘This Act [enacting this chapter and repealing sections 

1 to 5 and 7 to 15 of this title], shall take effect twelve 

months after the date of its enactment [June 25, 1938]. 

The Federal Food and Drugs Act of June 30, 1906, as 

amended (U.S.C., 1934 ed., title 21, secs. 1–15), shall re-

main in force until such effective date, and, except as 

otherwise provided in this subsection, is hereby re-

pealed effective upon such date: Provided, That the pro-

visions of section 701 [section 371 of this title] shall be-

come effective on the enactment of this Act, and there-

after the Secretary is authorized hereby to (1) conduct 

hearings and to promulgate regulations which shall be-

come effective on or after the effective date of this Act 

as the Secretary shall direct, and (2) designate prior to 

the effective date of this Act food having common or 

usual names and exempt such food from the require-

ments of clause (2) of section 403(i) [section 343(i) of 

this title] for a reasonable time to permit the formula-

tion, promulgation, and effective application of defini-

tions and standards of identity therefor as provided by 

section 401 [section 341 of this title]: Provided further, 

That sections 502(j), 505, and 601(a) [sections 352(j), 355, 

361(a), respectively of this title], and all other provi-

sions of this Act to the extent that they may relate to 

the enforcement of such sections, shall take effect on 

the date of the enactment of this Act, except that in 

the case of a cosmetic to which the proviso of section 

601(a) [section 361(a) of this title], relates, such cos-

metic shall not, prior to the ninetieth day after such 

date of enactment, be deemed adulterated by reason of 

the failure of its label to bear the legend prescribed in 

such proviso: Provided further, That the Act of March 4, 

1923 (U.S.C., 1934 ed., title 21, sec. 6 [section 321a of this 

title]; 42 Stat. 1500, ch. 268), defining butter and provid-

ing a standard therefor; the Act of July 24, 1919 (U.S.C., 

1934 ed., title 21, sec. 10 [section 321b of this title]; 41 

Stat. 271, ch. 26], defining wrapped meats as in package 

form; and the amendment to the Food and Drugs Act, 

section 10A, approved August 27, 1935 (U.S.C. 1934 ed., 

Sup. III, title 21, sec. 14a [section 372a of this title]) 

shall remain in force and effect and be applicable to the 

provisions of this Act.’’ 

HAZARDOUS SUBSTANCES 

Federal Hazardous Substances Act as not modifying 

this chapter, see Pub. L. 86–613, § 18, July 12, 1960, 74 

Stat. 380, set out as an Effect Upon Federal and State 

Laws note under section 1261 of Title 15, Commerce and 

Trade. 

SHORT TITLE OF 1994 AMENDMENTS 

Pub. L. 103–417, § 1(a), Oct. 25, 1994, 108 Stat. 4325, pro-

vided that: ‘‘This Act [enacting sections 343–2 and 350b 

of this title and section 287c–11 of Title 42, The Public 

Health and Welfare, amending sections 321, 331, 342, 343, 

and 350 of this title and section 281 of Title 42, and en-

acting provisions set out as notes under sections 321 

and 343 of this title] may be cited as the ‘Dietary Sup-

plement Health and Education Act of 1994’.’’ 

Pub. L. 103–396, § 1, Oct. 22, 1994, 108 Stat. 4153, pro-

vided that: ‘‘This Act [amending sections 331, 343–1, 

360b, and 371 of this title and enacting provisions set 

out as notes under section 360b of this title] may be 

cited as the ‘Animal Medicinal Drug Use Clarification 

Act of 1994’.’’ 

SHORT TITLE OF 1993 AMENDMENT 

Pub. L. 103–80, § 1, Aug. 13, 1993, 107 Stat. 773, provided 

that: ‘‘This Act [amending sections 321, 331 to 333, 334, 

335b, 341 to 343, 346a, 350a, 352, 355 to 358, 360b to 360e, 

360i, 360cc, 360hh to 360ss, 361, 371, 372, 373, 374, 376, 379e, 

and 381 of this title and section 263b of Title 42, The 

Public Health and Welfare, and enacting provisions set 

out as a note under section 343 of this title] may be 

cited as the ‘Nutrition Labeling and Education Act 

Amendments of 1993’.’’ 

SHORT TITLE OF 1992 AMENDMENTS 

Pub. L. 102–571, title I, § 101(a), Oct. 29, 1992, 106 Stat. 

4491, provided that: ‘‘This title [enacting sections 379g 

and 379h of this title, transferring sections 372a, 376, 

and 379c of this title to sections 376, 379e and 379f, re-

spectively, of this title, amending sections 321, 331, 342, 

343, 346a, 351, 352, 360j, 361, 362, 453, 601, and 1033 of this 

title, enacting provisions set out as notes under section 

379g of this title, and amending provisions set out as 

notes under sections 343 and 343–1 of this title] may be 

cited as the ‘Prescription Drug User Fee Act of 1992’.’’ 

Pub. L. 102–571, title II, § 201, Oct. 29, 1992, 106 Stat. 

4500, provided that: ‘‘This title [enacting provisions set 

out as notes under sections 343 and 393 of this title and 

amending provisions set out as notes under sections 343 

and 343–1 of this title] may be cited as the ‘Dietary 

Supplement Act of 1992’.’’ 

Pub. L. 102–353, § 1(a), Aug. 26, 1992, 106 Stat. 941, pro-

vided that: ‘‘This Act [amending sections 333, 353, and 

381 of this title and enacting provisions set out as a 

note under section 353 of this title] may be cited as the 

‘Prescription Drug Amendments of 1992’.’’ 

Pub. L. 102–300, § 1(a), June 16, 1992, 106 Stat. 238, pro-

vided that: ‘‘This Act [amending sections 321, 331, 334, 

346a, 352, 353, 356, 357, 360c, 360d, 360g to 360i, 360l, 

360mm, 371 to 372a, 376, and 381 of this title and section 
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262 of Title 42, The Public Health and Welfare and en-

acting and amending provisions set out as notes under 

section 360i of this title] may be cited as the ‘Medical 

Device Amendments of 1992’.’’ 

Pub. L. 102–282, § 1(a), May 13, 1992, 106 Stat. 149, pro-

vided that: ‘‘This Act [enacting sections 335a to 335c of 

this title, amending sections 321, 336, 337, and 355 of this 

title, and enacting provisions set out as notes under 

section 335a of this title] may be cited as the ‘Generic 

Drug Enforcement Act of 1992’.’’ 

SHORT TITLE OF 1990 AMENDMENTS 

Pub. L. 101–635, § 1(a), Nov. 28, 1990, 104 Stat. 4583, pro-

vided that: ‘‘This Act [enacting sections 379b to 379d 

and 394 of this title] may be cited as the ‘Food and Drug 

Administration Revitalization Act’.’’ 

Pub. L. 101–629, § 1(a), Nov. 28, 1990, 104 Stat. 4511, pro-

vided that: ‘‘This Act [enacting sections 360l and 383 of 

this title, amending sections 321, 333, 351, 353, and 360c 

to 360j of this title and sections 263b to 263n of Title 42, 

The Public Health and Welfare, redesignating sections 

263b to 263n of Title 42 as sections 360gg to 360ss of this 

title, repealing section 263b of Title 42, and enacting 

provisions set out as notes under sections 333, 360c, 360i, 

360j, 360hh and 383 of this title] may be cited as the 

‘Safe Medical Devices Act of 1990’.’’ 

Pub. L. 101–535, § 1(a), Nov. 8, 1990, 104 Stat. 2353, pro-

vided that: ‘‘This Act [enacting section 343–1 of this 

title, amending sections 321, 337, 343, 345, and 371 of this 

title, and enacting provisions set out as notes under 

sections 343 and 343–1 of this title] may be cited as the 

‘Nutrition Labeling and Education Act of 1990’.’’ 

SHORT TITLE OF 1988 AMENDMENTS 

Pub. L. 100–670, § 1(a), Nov. 16, 1988, 102 Stat. 3971, pro-

vided that: ‘‘This Act [amending sections 321, 353, and 

360b of this title, section 2201 of Title 28, Judiciary and 

Judicial Procedure, and sections 156 and 271 of Title 35, 

Patents, and enacting provisions set out as notes under 

section 360b of this title] may be cited as the ‘Generic 

Animal Drug and Patent Term Restoration Act’.’’ 

Pub. L. 100–607, title V, § 501, Nov. 4, 1988, 102 Stat. 

3120, provided that: ‘‘This title [enacting section 393 of 

this title, amending sections 5315 and 5316 of Title 5, 

Government Organization and Employees, and enacting 

provisions set out as notes under section 393 of this 

title] may be cited as the ‘Food and Drug Administra-

tion Act of 1988’.’’ 

Pub. L. 100–293, § 1(a), Apr. 22, 1988, 102 Stat. 95, pro-

vided that: ‘‘This Act [amending sections 331, 333, 353, 

and 381 of this title and enacting provisions set out as 

notes under section 353 of this title] may be cited as the 

‘Prescription Drug Marketing Act of 1987’.’’ 

Pub. L. 100–290, § 1, Apr. 18, 1988, 102 Stat. 90, provided 

that: ‘‘This Act [amending sections 360bb and 360ee of 

this title, enacting provisions set out as a note under 

section 360aa of this title, and amending provisions set 

out as a note under section 236 of Title 42, The Public 

Health and Welfare] may be cited as the ‘Orphan Drug 

Amendments of 1988’.’’ 

SHORT TITLE OF 1986 AMENDMENT 

Pub. L. 99–660, title I, § 101(a), Nov. 14, 1986, 100 Stat. 

3743, provided that: ‘‘This title [enacting section 382 of 

this title, amending sections 241 and 262 of Title 42, The 

Public Health and Welfare, and enacting provisions set 

out as notes under section 333 of this title and section 

262 of Title 42] may be cited as the ‘Drug Export 

Amendments Act of 1986’.’’ 

SHORT TITLE OF 1985 AMENDMENT 

Pub. L. 99–91, § 1, Aug. 15, 1985, 99 Stat. 387, provided 

that: ‘‘This Act [amending sections 360aa to 360cc, and 

360ee of this title, and sections 295g–1 and 6022 of Title 

42, The Public Health and Welfare, and enacting provi-

sions set out as notes under section 360aa of this title 

and section 236 of Title 42] may be cited as the ‘Orphan 

Drug Amendments of 1985’.’’ 

SHORT TITLE OF 1984 AMENDMENT 

Pub. L. 98–417, § 1, Sept. 24, 1984, 98 Stat. 1585, pro-

vided: ‘‘That this Act [enacting section 156 of Title 35, 

Patents, amending sections 355 and 360cc of this title, 

sections 68b, 68c, and 70b of Title 15, Commerce and 

Trade, section 2201 of Title 28, Judiciary and Judicial 

Procedure, and sections 271 and 282 of Title 35, and en-

acting provisions set out as notes under section 355 of 

this title and section 68b of Title 15] may be cited as 

the ‘Drug Price Competition and Patent Term Restora-

tion Act of 1984’.’’ 

SHORT TITLE OF 1983 AMENDMENTS 

Pub. L. 98–22, § 1, Apr. 22, 1983, 97 Stat. 173, provided: 

‘‘That this Act [amending provisions set out as a note 

under section 348 of this title] may be cited as the ‘Sac-

charin Study and Labeling Act Amendment of 1983’.’’ 
Pub. L. 97–414, § 1(a), Jan. 4, 1983, 96 Stat. 2049, pro-

vided that: ‘‘This Act [enacting part B of subchapter V 

of chapter 9 of this title, section 44H of Title 26, Inter-

nal Revenue Code, section 155 of Title 35, Patents, and 

sections 236, 255, and 298b–4 of Title 42, The Public 

Health and Welfare, amending sections 1274, 1472, 2055, 

2060, 2064, 2068, and 2080 of Title 15, Commerce and 

Trade, section 904 of this title, sections 280C and 6096 of 

Title 26, and sections 209, 231, 242k, 242m, 243, 254c, 254j, 

254m, 254o, 254p, 256, 294j, 295g–1, 295g–4, 295h, 295h–1a, 

297–1, 300, 300a–1, 300a–3, 300b, 300e–1, 300m, 300n–5, 

300q–2, 300u–5, 300w–3, 300x–1, 300x–4, 300y–11, 4577, and 

4588 of Title 42, enacting provisions set out as notes 

under section 360aa of this title, section 44H of Title 26, 

and sections 241, 255, 287i, and 300x–1 of Title 42, and re-

pealing provisions set out as a note under section 

300t–11 of Title 42] may be cited as the ‘Orphan Drug 

Act’.’’ 

SHORT TITLE OF 1981 AMENDMENT 

Pub. L. 97–42, § 1, Aug. 14, 1981, 95 Stat. 946, provided: 

‘‘That this Act [amending provisions set out as a note 

under section 348 of this title] may be cited as the ‘Sac-

charin Study and Labeling Act Amendment of 1981’.’’ 

SHORT TITLE OF 1980 AMENDMENT 

Pub. L. 96–359, § 1, Sept. 26, 1980, 94 Stat. 1190, pro-

vided: ‘‘That this Act [enacting section 350a of this 

title, amending sections 321, 331, 374, 830, 841 to 843, and 

873 of this title, and enacting a provision set out as a 

note under section 350a of this title] may be cited as 

the ‘Infant Formula Act of 1980’.’’ 

SHORT TITLE OF 1977 AMENDMENT 

Pub. L. 95–203, § 1, Nov. 23, 1977, 91 Stat. 1451, provided 

that: ‘‘This Act [enacting section 343a of this title, 

amending sections 321 and 343 of this title, enacting 

provisions set out as notes under sections 343 and 348 of 

this title, and amending provisions set out as notes 

under sections 218 and 289l–1 of Title 42, The Public 

Health and Welfare] may be cited as the ‘Saccharin 

Study and Labeling Act’.’’ 

SHORT TITLE OF 1976 AMENDMENT 

Pub. L. 94–295, § 1(a), May 28, 1976, 90 Stat. 539, pro-

vided that: ‘‘This Act [enacting sections 360c to 360k, 

379, and 379a of this title and section 3512 of Title 42, 

The Public Health and Welfare, and amending sections 

321, 331, 334, 351, 352, 358, 360, 374, 379e, and 381 of this 

title and section 55 of Title 15, Commerce and Trade] 

may be cited as the ‘Medical Device Amendments of 

1976’.’’ 

SHORT TITLE OF 1972 AMENDMENT 

Pub. L. 92–387, § 1, Aug. 16, 1972, 86 Stat. 559, provided 

that: ‘‘This Act [amending sections 331, 335, and 360 of 

this title and enacting provisions set out as notes 

under section 360 of this title] may be cited as the 

‘Drug Listing Act of 1972’.’’ 

SHORT TITLE OF 1968 AMENDMENTS 

Pub. L. 90–602, § 1, Oct. 18, 1968, 82 Stat. 1173, provided 

that: ‘‘This Act [enacting provisions now comprising 
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part C (§§ 360hh–360ss) of subchapter III of this chapter 

and provisions set out as notes under section 360hh of 

this title] may be cited as the ‘Radiation Control for 

Health and Safety Act of 1968’.’’ 
Pub. L. 90–399, § 1, July 13, 1968, 82 Stat. 342, provided: 

‘‘That this Act [enacting section 360b of this title, 

amending sections 321, 331, 342, 351, 352, 357, 381, and 392 

of this title, and enacting provisions set out as a note 

under section 360b of this title] may be cited as the 

‘Animal Drug Amendments of 1968’.’’ 

SHORT TITLE OF 1965 AMENDMENT 

Pub. L. 89–74, § 1, July 15, 1965, 79 Stat. 226, provided: 

‘‘That this Act [amending sections 321, 331, 333, 334, 360, 

and 372 of this title and section 1114 of Title 18, Crimes 

and Criminal Procedure, and enacting provisions set 

out as notes under sections 321 and 352 of this title] 

may be cited as the ‘Drug Abuse Control Amendments 

of 1965’.’’ 

SHORT TITLE OF 1962 AMENDMENT 

Pub. L. 87–781, § 1, Oct. 10, 1962, 76 Stat. 780, provided 

in part that such Act [enacting sections 358 to 360 of 

this title, amending sections 321, 331, 332, 348, 351 to 353, 

355, 357, 372, 374, 379e, and 381 of this title, and enacting 

provisions set out as notes under sections 321, 331, 332, 

352, 355, 358, 360, and 374 of this title] may be cited as 

the ‘Drug Amendments of 1962’.’’ 

SHORT TITLE OF 1960 AMENDMENT 

Pub. L. 86–618, § 1, July 12, 1960, 74 Stat. 397, provided: 

‘‘That this Act [amending sections 321, 331, 333, 342, 346, 

351, 352, 361, 362, 371, and 379e of this title, repealing sec-

tions 354 and 364 of this title, and enacting notes set 

out under this section] may be cited as the ‘Color Addi-

tive Amendments of 1960’.’’ 

SHORT TITLE OF 1958 AMENDMENT 

Pub. L. 85–929, § 1, Sept. 6, 1958, 72 Stat. 1784, provided: 

‘‘That this Act [amending sections 321, 331, 342, 346, 348 

of this title and section 210 of Title 42, The Public 

Health and Welfare, and enacting provisions set out as 

notes under sections 321, 342, and 451 of this title] may 

be cited as the ‘Food Additives Amendment of 1958’.’’  

SUBCHAPTER II—DEFINITIONS 

§ 321. Definitions; generally 

For the purposes of this chapter— 
(a)(1) The term ‘‘State’’, except as used in the 

last sentence of section 372(a) of this title, 
means any State or Territory of the United 
States, the District of Columbia, and the Com-
monwealth of Puerto Rico. 

(2) The term ‘‘Territory’’ means any Territory 
or possession of the United States, including the 
District of Columbia, and excluding the Com-
monwealth of Puerto Rico and the Canal Zone. 

(b) The term ‘‘interstate commerce’’ means (1) 
commerce between any State or Territory and 
any place outside thereof, and (2) commerce 
within the District of Columbia or within any 
other Territory not organized with a legislative 
body. 

(c) The term ‘‘Department’’ means Depart-
ment of Health and Human Services. 

(d) The term ‘‘Secretary’’ means the Secretary 
of Health and Human Services. 

(e) The term ‘‘person’’ includes individual, 
partnership, corporation, and association. 

(f) The term ‘‘food’’ means (1) articles used for 
food or drink for man or other animals, (2) chew-
ing gum, and (3) articles used for components of 
any such article. 

(g)(1) The term ‘‘drug’’ means (A) articles rec-
ognized in the official United States Pharma-

copoeia, official Homoeopathic Pharmacopoeia 
of the United States, or official National For-
mulary, or any supplement to any of them; and 
(B) articles intended for use in the diagnosis, 
cure, mitigation, treatment, or prevention of 
disease in man or other animals; and (C) articles 
(other than food) intended to affect the struc-
ture or any function of the body of man or other 
animals; and (D) articles intended for use as a 
component of any article specified in clause (A), 
(B), or (C). A food or dietary supplement for 
which a claim, subject to sections 343(r)(1)(B) 
and 343(r)(3) of this title or sections 343(r)(1)(B) 
and 343(r)(5)(D) of this title, is made in accord-
ance with the requirements of section 343(r) of 
this title is not a drug solely because the label 
or the labeling contains such a claim. A food, di-
etary ingredient, or dietary supplement for 
which a truthful and not misleading statement 
is made in accordance with section 343(r)(6) of 
this title is not a drug under clause (C) solely 
because the label or the labeling contains such 
a statement. 

(2) The term ‘‘counterfeit drugs’’ means a drug 
which, or the container or labeling of which, 
without authorization, bears the trademark, 
trade name, or other identifying mark, imprint, 
or device, or any likeness thereof, of a drug 
manufacturer, processor, packer, or distributor 
other than the person or persons who in fact 
manufactured, processed, packed, or distributed 
such drug and which thereby falsely purports or 
is represented to be the product of, or to have 
been packed or distributed by, such other drug 
manufacturer, processor, packer, or distributor. 

(h) The term ‘‘device’’ (except when used in 
paragraph (n) of this section and in sections 
331(i), 343(f), 352(c), and 362(c) of this title) means 
an instrument, apparatus, implement, machine, 
contrivance, implant, in vitro reagent, or other 
similar or related article, including any compo-
nent, part, or accessory, which is— 

(1) recognized in the official National For-
mulary, or the United States Pharmacopeia, 
or any supplement to them, 

(2) intended for use in the diagnosis of dis-
ease or other conditions, or in the cure, miti-
gation, treatment, or prevention of disease, in 
man or other animals, or 

(3) intended to affect the structure or any 
function of the body of man or other animals, 
and 

which does not achieve its primary intended 
purposes through chemical action within or on 
the body of man or other animals and which is 
not dependent upon being metabolized for the 
achievement of its primary intended purposes. 

(i) The term ‘‘cosmetic’’ means (1) articles in-
tended to be rubbed, poured, sprinkled, or 
sprayed on, introduced into, or otherwise ap-
plied to the human body or any part thereof for 
cleansing, beautifying, promoting attrac-
tiveness, or altering the appearance, and (2) ar-
ticles intended for use as a component of any 
such articles; except that such term shall not in-
clude soap. 

(j) The term ‘‘official compendium’’ means the 
official United States Pharmacopoeia, official 
Homeopathic Pharmacopoeia of the United 
States, official National Formulary, or any sup-
plement to any of them. 
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(k) The term ‘‘label’’ means a display of writ-
ten, printed, or graphic matter upon the imme-
diate container of any article; and a require-
ment made by or under authority of this chapter 
that any word, statement, or other information 
appear on the label shall not be considered to be 
complied with unless such word, statement, or 
other information also appears on the outside 
container or wrapper, if any there be, of the re-
tail package of such article, or is easily legible 
through the outside container or wrapper. 

(l) The term ‘‘immediate container’’ does not 
include package liners. 

(m) The term ‘‘labeling’’ means all labels and 
other written, printed, or graphic matter (1) 
upon any article or any of its containers or 
wrappers, or (2) accompanying such article. 

(n) If an article is alleged to be misbranded be-
cause the labeling or advertising is misleading, 
then in determining whether the labeling or ad-
vertising is misleading there shall be taken into 
account (among other things) not only represen-
tations made or suggested by statement, word, 
design, device, or any combination thereof, but 
also the extent to which the labeling or adver-
tising fails to reveal facts material in the light 
of such representations or material with respect 
to consequences which may result from the use 
of the article to which the labeling or advertis-
ing relates under the conditions of use pre-
scribed in the labeling or advertising thereof or 
under such conditions of use as are customary or 
usual. 

(o) The representation of a drug, in its label-
ing, as an antiseptic shall be considered to be a 
representation that it is a germicide, except in 
the case of a drug purporting to be, or rep-
resented as, an antiseptic for inhibitory use as a 
wet dressing, ointment, dusting powder, or such 
other use as involves prolonged contact with the 
body. 

(p) The term ‘‘new drug’’ means— 
(1) Any drug (except a new animal drug or an 

animal feed bearing or containing a new ani-
mal drug) the composition of which is such 
that such drug is not generally recognized, 
among experts qualified by scientific training 
and experience to evaluate the safety and ef-
fectiveness of drugs, as safe and effective for 
use under the conditions prescribed, rec-
ommended, or suggested in the labeling there-
of, except that such a drug not so recognized 
shall not be deemed to be a ‘‘new drug’’ if at 
any time prior to June 25, 1938, it was subject 
to the Food and Drugs Act of June 30, 1906, as 
amended, and if at such time its labeling con-
tained the same representations concerning 
the conditions of its use; or 

(2) Any drug (except a new animal drug or an 
animal feed bearing or containing a new ani-
mal drug) the composition of which is such 
that such drug, as a result of investigations to 
determine its safety and effectiveness for use 
under such conditions, has become so recog-
nized, but which has not, otherwise than in 
such investigations, been used to a material 
extent or for a material time under such con-
ditions. 

(q) The term ‘‘pesticide chemical’’ means any 
substance which, alone, in chemical combina-
tion or in formulation with one or more other 

substances, is ‘‘a pesticide’’ within the meaning 
of the Federal Insecticide, Fungicide, and 
Rodenticide Act [7 U.S.C. 136 et seq.] as now in 
force or as hereafter amended, and which is used 
in the production, storage, or transportation of 
raw agricultural commodities. 

(r) The term ‘‘raw agricultural commodity’’ 
means any food in its raw or natural state, in-
cluding all fruits that are washed, colored, or 
otherwise treated in their unpeeled natural form 
prior to marketing. 

(s) The term ‘‘food additive’’ means any sub-
stance the intended use of which results or may 
reasonably be expected to result, directly or in-
directly, in its becoming a component or other-
wise affecting the characteristics of any food 
(including any substance intended for use in pro-
ducing, manufacturing, packing, processing, pre-
paring, treating, packaging, transporting, or 
holding food; and including any source of radi-
ation intended for any such use), if such sub-
stance is not generally recognized, among ex-
perts qualified by scientific training and experi-
ence to evaluate its safety, as having been ade-
quately shown through scientific procedures (or, 
in the case as a substance used in food prior to 
January 1, 1958, through either scientific proce-
dures or experience based on common use in 
food) to be safe under the conditions of its in-
tended use; except that such term does not in-
clude— 

(1) a pesticide chemical in or on a raw agri-
cultural commodity; or 

(2) a pesticide chemical to the extent that it 
is intended for use or is used in the produc-
tion, storage, or transportation of any raw ag-
ricultural commodity; or 

(3) a color additive; or 
(4) any substance used in accordance with a 

sanction or approval granted prior to Septem-
ber 6, 1958, pursuant to this chapter, the Poul-
try Products Inspection Act [21 U.S.C. 451 et 
seq.] or the Meat Inspection Act of March 4, 
1907, as amended and extended [21 U.S.C. 601 et 
seq.]; 

(5) a new animal drug; or 
(6) an ingredient described in paragraph (ff) 

in, or intended for use in, a dietary supple-
ment. 

(t)(1) The term ‘‘color additive’’ means a mate-
rial which— 

(A) is a dye, pigment, or other substance 
made by a process of synthesis or similar arti-
fice, or extracted, isolated, or otherwise de-
rived, with or without intermediate or final 
change of identity, from a vegetable, animal, 
mineral, or other source, and 

(B) when added or applied to a food, drug, or 
cosmetic, or to the human body or any part 
thereof, is capable (alone or through reaction 
with other substance) of imparting color 
thereto; 

except that such term does not include any ma-
terial which the Secretary, by regulation, deter-
mines is used (or intended to be used) solely for 
a purpose or purposes other than coloring. 

(2) The term ‘‘color’’ includes black, white, 
and intermediate grays. 

(3) Nothing in subparagraph (1) of this para-
graph shall be construed to apply to any pes-
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1 So in original. Probably should be paragraph ‘‘(v)’’. 

ticide chemical, soil or plant nutrient, or other 
agricultural chemical solely because of its effect 
in aiding, retarding, or otherwise affecting, di-
rectly or indirectly, the growth or other natural 
physiological processes of produce of the soil 
and thereby affecting its color, whether before 
or after harvest. 

(u) The term ‘‘safe’’ as used in paragraph (s) of 
this section and in sections 348, 360b, and 379e of 
this title, has reference to the health of man or 
animal. 

(v) The term ‘‘new animal drug’’ means any 
drug intended for use for animals other than 
man, including any drug intended for use in ani-
mal feed but not including such animal feed,— 

(1) the composition of which is such that 
such drug is not generally recognized, among 
experts qualified by scientific training and ex-
perience to evaluate the safety and effective-
ness of animal drugs, as safe and effective for 
use under the conditions prescribed, rec-
ommended, or suggested in the labeling there-
of; except that such a drug not so recognized 
shall not be deemed to be a ‘‘new animal drug’’ 
if at any time prior to June 25, 1938, it was 
subject to the Food and Drug Act of June 30, 
1906, as amended, and if at such time its label-
ing contained the same representations con-
cerning the conditions of its use; or 

(2) the composition of which is such that 
such drug, as a result of investigations to de-
termine its safety and effectiveness for use 
under such conditions, has become so recog-
nized but which has not, otherwise than in 
such investigations, been used to a material 
extent or for a material time under such con-
ditions. 

(w) The term ‘‘animal feed’’, as used in para-
graph (w) 1 of this section, in section 360b of this 
title, and in provisions of this chapter referring 
to such paragraph or section, means an article 
which is intended for use for food for animals 
other than man and which is intended for use as 
a substantial source of nutrients in the diet of 
the animal, and is not limited to a mixture in-
tended to be the sole ration of the animal. 

(x) The term ‘‘informal hearing’’ means a 
hearing which is not subject to section 554, 556, 
or 557 of title 5 and which provides for the fol-
lowing: 

(1) The presiding officer in the hearing shall 
be designated by the Secretary from officers 
and employees of the Department who have 
not participated in any action of the Sec-
retary which is the subject of the hearing and 
who are not directly responsible to an officer 
or employee of the Department who has par-
ticipated in any such action. 

(2) Each party to the hearing shall have the 
right at all times to be advised and accom-
panied by an attorney. 

(3) Before the hearing, each party to the 
hearing shall be given reasonable notice of the 
matters to be considered at the hearing, in-
cluding a comprehensive statement of the 
basis for the action taken or proposed by the 
Secretary which is the subject of the hearing 
and a general summary of the information 

which will be presented by the Secretary at 
the hearing in support of such action. 

(4) At the hearing the parties to the hearing 
shall have the right to hear a full and com-
plete statement of the action of the Secretary 
which is the subject of the hearing together 
with the information and reasons supporting 
such action, to conduct reasonable question-
ing, and to present any oral or written infor-
mation relevant to such action. 

(5) The presiding officer in such hearing 
shall prepare a written report of the hearing 
to which shall be attached all written mate-
rial presented at the hearing. The participants 
in the hearing shall be given the opportunity 
to review and correct or supplement the pre-
siding officer’s report of the hearing. 

(6) The Secretary may require the hearing to 
be transcribed. A party to the hearing shall 
have the right to have the hearing transcribed 
at his expense. Any transcription of a hearing 
shall be included in the presiding officer’s re-
port of the hearing. 

(y) The term ‘‘saccharin’’ includes calcium 
saccharin, sodium saccharin, and ammonium 
saccharin. 

(z) The term ‘‘infant formula’’ means a food 
which purports to be or is represented for spe-
cial dietary use solely as a food for infants by 
reason of its simulation of human milk or its 
suitability as a complete or partial substitute 
for human milk. 

(aa) The term ‘‘abbreviated drug application’’ 
means an application submitted under section 
355(j) or 357 of this title for the approval of a 
drug that relies on the approved application of 
another drug with the same active ingredient to 
establish safety and efficacy, and— 

(1) in the case of section 335a of this title, in-
cludes a supplement to such an application for 
a different or additional use of the drug but 
does not include a supplement to such an ap-
plication for other than a different or addi-
tional use of the drug, and 

(2) in the case of sections 335b and 335c of 
this title, includes any supplement to such an 
application. 

(bb) The term ‘‘knowingly’’ or ‘‘knew’’ means 
that a person, with respect to information— 

(1) has actual knowledge of the information, 
or 

(2) acts in deliberate ignorance or reckless 
disregard of the truth or falsity of the infor-
mation. 

(cc) For purposes of section 335a of this title, 
the term ‘‘high managerial agent’’— 

(1) means— 
(A) an officer or director of a corporation 

or an association, 
(B) a partner of a partnership, or 
(C) any employee or other agent of a cor-

poration, association, or partnership, 

having duties such that the conduct of such of-
ficer, director, partner, employee, or agent 
may fairly be assumed to represent the policy 
of the corporation, association, or partnership, 
and 

(2) includes persons having management re-
sponsibility for— 
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(A) submissions to the Food and Drug Ad-
ministration regarding the development or 
approval of any drug product, 

(B) production, quality assurance, or qual-
ity control of any drug product, or 

(C) research and development of any drug 
product. 

(dd) For purposes of sections 335a and 335b of 
this title, the term ‘‘drug product’’ means a drug 
subject to regulation under section 355, 357, 360b, 
or 382 of this title or under section 262 of title 42. 

(ee) The term ‘‘Commissioner’’ means the 
Commissioner of Food and Drugs. 

(ff) The term ‘‘dietary supplement’’— 
(1) means a product (other than tobacco) in-

tended to supplement the diet that bears or 
contains one or more of the following dietary 
ingredients: 

(A) a vitamin; 
(B) a mineral; 
(C) an herb or other botanical; 
(D) an amino acid; 
(E) a dietary substance for use by man to 

supplement the diet by increasing the total 
dietary intake; or 

(F) a concentrate, metabolite, constituent, 
extract, or combination of any ingredient 
described in clause (A), (B), (C), (D), or (E); 

(2) means a product that— 
(A)(i) is intended for ingestion in a form 

described in section 350(c)(1)(B)(i) of this 
title; or 

(ii) complies with section 350(c)(1)(B)(ii) of 
this title; 

(B) is not represented for use as a conven-
tional food or as a sole item of a meal or the 
diet; and 

(C) is labeled as a dietary supplement; and 

(3) does— 
(A) include an article that is approved as a 

new drug under section 355 of this title, cer-
tified as an antibiotic under section 357 of 
this title, or licensed as a biologic under sec-
tion 262 of title 42 and was, prior to such ap-
proval, certification, or license, marketed as 
a dietary supplement or as a food unless the 
Secretary has issued a regulation, after no-
tice and comment, finding that the article, 
when used as or in a dietary supplement 
under the conditions of use and dosages set 
forth in the labeling for such dietary supple-
ment, is unlawful under section 342(f) of this 
title; and 

(B) not include— 
(i) an article that is approved as a new 

drug under section 355 of this title, cer-
tified as an antibiotic under section 357 of 
this title, or licensed as a biologic under 
section 262 of title 42, or 

(ii) an article authorized for investiga-
tion as a new drug, antibiotic, or biologi-
cal for which substantial clinical inves-
tigations have been instituted and for 
which the existence of such investigations 
has been made public, 

which was not before such approval, certifi-
cation, licensing, or authorization marketed 
as a dietary supplement or as a food unless the 
Secretary, in the Secretary’s discretion, has 

issued a regulation, after notice and comment, 
finding that the article would be lawful under 
this chapter. 

Except for purposes of paragraph (g), a dietary 
supplement shall be deemed to be a food within 
the meaning of this chapter. 

(June 25, 1938, ch. 675, § 201, 52 Stat. 1040; July 22, 
1954, ch. 559, § 1, 68 Stat. 511; Sept. 6, 1958, Pub. 
L. 85–929, § 2, 72 Stat. 1784; July 12, 1960, Pub. L. 
86–618, title I, § 101, 74 Stat. 397; Oct. 10, 1962, 
Pub. L. 87–781, title I, § 102(a), title III, § 307(a), 76 
Stat. 781, 796; July 15, 1965, Pub. L. 89–74, §§ 3(a), 
9(b), 79 Stat. 227, 234; July 13, 1968, Pub. L. 90–399, 
§ 102, 82 Stat. 351; Oct. 24, 1968, Pub. L. 90–639, §§ 1, 
4(a), 82 Stat. 1361, 1362; Oct. 27, 1970, Pub. L. 
91–513, title II, § 701(a), (g), 84 Stat. 1281, 1282; 
Oct. 21, 1972, Pub. L. 92–516, § 3(3), 86 Stat. 998; 
Apr. 22, 1976, Pub. L. 94–278, title V, § 502(a)(2)(A), 
90 Stat. 411; May 28, 1976, Pub. L. 94–295, 
§ 3(a)(1)(A), (2), 90 Stat. 575; Nov. 23, 1977, Pub. L. 
95–203, § 4(b)(3), 91 Stat. 1453; Sept. 26, 1980, Pub. 
L. 96–359, § 3, 94 Stat. 1193; Nov. 16, 1988, Pub. L. 
100–670, title I, § 107(a)(1), 102 Stat. 3984; Nov. 8, 
1990, Pub. L. 101–535, § 5(b), 104 Stat. 2362; Nov. 28, 
1990, Pub. L. 101–629, § 16(b), 104 Stat. 4526; May 
13, 1992, Pub. L. 102–282, § 6, 106 Stat. 161; June 16, 
1992, Pub. L. 102–300, § 6(a), (b), 106 Stat. 240; Oct. 
29, 1992, Pub. L. 102–571, title I, § 107(1), 106 Stat. 
4499; Aug. 13, 1993, Pub. L. 103–80, §§ 3(b), (dd)(1), 
4(b), 107 Stat. 775, 779; Oct. 25, 1994, Pub. L. 
103–417, §§ 3(a), (b), 10(a), 108 Stat. 4327, 4332.) 

REFERENCES IN TEXT 

The Food and Drugs Act of June 30, 1906, as amended, 

referred to in par. (p)(1), and the Food and Drug Act of 

June 30, 1906, as amended, referred to in par. (v)(1), is 

act June 30, 1906, ch. 3915, 34 Stat. 768, as amended, 

which was classified to subchapter I (§ 1 et seq.) of chap-

ter 1 of this title, was repealed (except for section 14a 

which was transferred to section 372a of this title) by 

act June 25, 1938, ch. 675, § 902(a), 52 Stat. 1059, and is 

covered by this chapter. 

The Federal Insecticide, Fungicide, and Rodenticide 

Act, referred to in par. (q), is act June 25, 1947, ch. 125, 

as amended generally by Pub. L. 92–516, Oct. 21, 1972, 86 

Stat. 973, which is classified generally to subchapter II 

(§ 136 et seq.) of chapter 6 of Title 7, Agriculture. For 

complete classification of this Act to the Code, see 

Short Title note set out under section 136 of Title 7 and 

Tables. 

The Poultry Products Inspection Act, referred to in 

par. (s)(4), is Pub. L. 85–172, Aug. 28, 1957, 71 Stat. 441, 

as amended, which is classified generally to chapter 10 

(§ 451 et seq.) of this title. For complete classification of 

this Act to the Code, see Short Title note set out under 

section 451 of this title and Tables. 

The Meat Inspection Act of March 4, 1907, as amended 

and extended, referred to in par. (s)(4), is act Mar. 4, 

1907, ch. 2907, titles I to IV, as added Dec. 15, 1967, Pub. 

L. 90–201, 81 Stat. 584, which are classified generally to 

subchapters I to IV (§ 601 et seq.) of chapter 12 of this 

title. For complete classification of this Act to the 

Code, see Short Title note set out under section 601 of 

this title and Tables. 

AMENDMENTS 

1994—Par. (g)(1). Pub. L. 103–417, § 10(a), amended last 

sentence generally. Prior to amendment, last sentence 

read as follows: ‘‘A food for which a claim, subject to 

sections 343(r)(1)(B) and 343(r)(3) of this title or sections 

343(r)(1)(B) and 343(r)(5)(D) of this title, is made in ac-

cordance with the requirements of section 343(r) of this 

title is not a drug under clause (B) solely because the 

label or labeling contains such a claim.’’ 



Page 54 TITLE 21—FOOD AND DRUGS § 321 

Par. (s)(6). Pub. L. 103–417, § 3(b), added subpar. (6). 
Par. (ff). Pub. L. 103–417, § 3(a), added par. (ff). 
1993—Pars. (c), (d). Pub. L. 103–80, § 3(dd)(1), sub-

stituted ‘‘Health and Human Services’’ for ‘‘Agri-

culture’’. 
Par. (h). Pub. L. 103–80, § 4(b), amended directory lan-

guage of Pub. L. 102–300, § 6(a)(1). See 1992 amendment 

note below. 
Pars. (v) to (ff). Pub. L. 103–80, § 3(b), redesignated 

pars. (w) to (ff) as (v) to (ee), respectively. 
1992—Pars. (c), (d). Pub. L. 102–300, § 6(b)(1), which di-

rected the substitution of ‘‘Health and Human Serv-

ices’’ for ‘‘Health, Education, and Welfare’’, could not 

be executed because such words did not appear in the 

original statutory text. See 1993 Amendment note 

above and Transfer of Functions notes below. 
Par. (h). Pub. L. 102–300, § 6(a)(1), as amended by Pub. 

L. 103–80, § 4(b), substituted ‘‘its primary’’ for ‘‘any of 

its principal’’ in two places in concluding provisions. 
Par. (u). Pub. L. 102–571 substituted ‘‘379e’’ for ‘‘376’’. 
Par. (y)(1). Pub. L. 102–300, § 6(b)(2), struck out ‘‘of 

Health, Education, and Welfare’’ after ‘‘employees of 

the Department’’. 
Pars. (bb) to (ee). Pub. L. 102–282 added pars. (bb) to 

(ee). 
Par. (ff). Pub. L. 102–300, § 6(a)(2), added par. (ff). 
1990—Par. (g)(1). Pub. L. 101–629, § 16(b)(1), struck out 

‘‘; but does not include devices or their components, 

parts, or accessories’’ after ‘‘clause (A), (B), or (C)’’. 
Pub. L. 101–535 inserted at end ‘‘A food for which a 

claim, subject to sections 343(r)(1)(B) and 343(r)(3) of 

this title or sections 343(r)(1)(B) and 343(r)(5)(D) of this 

title, is made in accordance with the requirements of 

section 343(r) of this title is not a drug under clause (B) 

solely because the label or labeling contains such a 

claim.’’ 
Par. (h)(3). Pub. L. 101–629, § 16(b)(2), which directed 

the amendment of subpar. (3) by substituting ‘‘its pri-

mary’’ for ‘‘any of its principal’’, could not be executed 

because ‘‘any of its principal’’ did not appear in subpar. 

(3). 
1988—Par. (w)(3). Pub. L. 100–670 struck out subpar. (3) 

which read as follows: ‘‘which drug is composed wholly 

or partly of any kind of penicillin, streptomycin, chlor-

tetracycline, chloramphenicol, or bacitracin, or any de-

rivative thereof, except when there is in effect a pub-

lished order of the Secretary declaring such drug not to 

be a new animal drug on the grounds that (A) the re-

quirement of certification of batches of such drug, as 

provided for in section 360b(n) of this title, is not nec-

essary to insure that the objectives specified in para-

graph (3) thereof are achieved and (B) that neither sub-

paragraph (1) nor (2) of this paragraph (w) applies to 

such drug.’’ 
1980—Par. (aa). Pub. L. 96–359 added par. (aa). 
1977—Par. (z). Pub. L. 95–203 added par. (z). 
1976—Par. (h). Pub. L. 94–295, § 3(a)(1)(A), expanded 

definition of ‘‘device’’ to include implements, ma-

chines, implants, in vitro reagents, and other similar or 

related articles, added recognition in the National For-

mulary or the United States Pharmacopeia, or any sup-

plement to the Formulary or Pharmacopeia, to the 

enumeration of conditions under which a device may 

qualify for inclusion under this chapter, and inserted 

requirements that a device be one which does not 

achieve any of its principal intended purposes through 

chemical action within or on the body of man or other 

animals and which is not dependent upon being metab-

olized for the achievement of any of its principal in-

tended purposes. 
Par. (n). Pub. L. 94–278 inserted ‘‘or advertising’’ after 

‘‘labeling’’ wherever appearing. 
Par. (y). Pub. L. 94–295, § 3(a)(2), added par. (y). 
1972—Par. (q). Pub. L. 92–516 substituted reference to 

pesticide for reference to economic poison. 
1970—Par. (a)(2). Pub. L. 91–513, § 701(g), struck out 

reference to sections 321, 331(i), 331(p), 331(q), 332, 333, 

334, 337, 360, 360a, 372, 373, 374, and 375 of this title as 

they apply to depressant or stimulant drugs. 
Par. (v). Pub. L. 91–513, § 701(a), struck out par. (v) 

which defined ‘‘depressant or stimulant drug’’. 

1968—Par. (a)(2). Pub. L. 90–639, § 4(a), extended provi-

sions to cover depressant and stimulant drugs, the con-

tainers thereof, and equipment used in manufacturing, 

compounding, or processing such drugs, to the Canal 

Zone. 
Par. (p). Pub. L. 90–399, § 102(a), (b), inserted ‘‘(except 

a new animal drug or an animal feed bearing or con-

taining a new animal drug)’’ after ‘‘Any drug’’ in sub-

pars. (1) and (2), respectively. 
Par. (s)(5). Pub. L. 90–399, § 102(c), added subpar. (5). 
Par. (u). Pub. L. 90–399, § 102(d), inserted reference to 

section 360b of this title. 
Par. (v)(3). Pub. L. 90–639, § 1, inserted reference to ly-

sergic acid diethylamide. 
Pars. (w), (x). Pub. L. 90–399, § 102(e), added pars. (w) 

and (x). 
1965—Par. (g). Pub. L. 89–74, § 9(b), designated existing 

provisions as subpar. (1), redesignated cls. (1) to (4) 

thereof as (A) to (D), substituted ‘‘(A), (B), or (C)’’ for 

‘‘(1), (2), or (3)’’ and added subpar. (2). 
Par. (v). Pub. L. 89–74, § 3(a), added par. (v). 
1962—Par. (a). Pub. L. 87–781, § 307(a), designated ex-

isting provisions as subpar. (2), inserted ‘‘Common-

wealth of Puerto Rico and the’’, and added subpar. (1). 
Par. (p)(1). Pub. L. 87–781, § 102(a)(1), inserted ‘‘and ef-

fectiveness’’ after ‘‘to evaluate the safety’’, and ‘‘and 

effective’’ after ‘‘as safe’’. 
Par. (p)(2). Pub. L. 87–781, § 102(a)(2), inserted ‘‘and ef-

fectiveness’’ after ‘‘safety’’. 
1960—Par. (s). Pub. L. 86–618, § 101(a), excluded color 

additives from definition of ‘‘food additive’’. 
Par. (t). Pub. L. 86–618, § 101(c), added par. (t). Former 

par. (t) redesignated (u). 
Par. (u). Pub. L. 86–618, § 101(b), redesignated par. (t) 

as (u) and inserted reference to section 376 of this title. 
1958—Pars. (s), (t). Pub. L. 85–929 added pars. (s) and 

(t). 
1954—Pars. (q), (r). Act July 22, 1954, added pars. (q) 

and (r). 

EFFECTIVE DATE OF 1990 AMENDMENT 

Amendment by Pub. L. 101–535 effective six months 

after the date of the promulgation of final regulations 

to implement section 343(r) of this title, or if such regu-

lations are not promulgated, the date proposed regula-

tions are to be considered as such final regulations 

(Nov. 8, 1992), with exception for persons marketing 

food the brand name of which contains a term defined 

by the Secretary under section 343(r)(2)(A)(i) of this 

title, see section 10(a) of Pub. L. 101–535, set out as a 

note under section 343 of this title. 

EFFECTIVE DATE OF 1976 AMENDMENT 

Amendment by Pub. L. 94–278 effective 180 days after 

Apr. 22, 1976, see section 502(c) of Pub. L. 94–278, set out 

as a note under section 334 of this title. 

EFFECTIVE DATE OF 1972 AMENDMENT 

Amendment by Pub. L. 92–516 effective at the close of 

Oct. 21, 1972, except if regulations are necessary for the 

implementation of any provision that becomes effec-

tive on Oct. 21, 1972, and continuation in effect of sub-

chapter I of chapter 6 of Title 7, and regulations there-

under, relating to the control of economic poisons, as 

in existence prior to Oct. 21, 1972, until superseded by 

provisions of Pub. L. 92–516, and regulations there-

under, see section 4 of Pub. L. 92–516, set out as an Ef-

fective Date note under section 136 of Title 7, Agri-

culture. 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–513 effective on first day of 

seventh calendar month that begins after Oct. 26, 1970, 

see section 704 of Pub. L. 91–513, set out as an Effective 

Date note under section 801 of this title. 

EFFECTIVE DATE OF 1968 AMENDMENTS; TRANSITIONAL 

PROVISIONS 

Section 6 of Pub. L. 90–639 provided that: ‘‘The 

amendments made by this Act [amending this section, 
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sections 331, 333, 334, and 360a of this title, and provi-

sions set out as a note under section 289a of Title 42, 

The Public Health and Welfare] shall apply only with 

respect to violations of the Federal Food, Drug, and 

Cosmetic Act [this chapter] committed after the date 

of the enactment of this Act [Oct. 24, 1968].’’ 

Amendment by Pub. L. 90–399 effective on first day of 

thirteenth calendar month after July 13, 1968, except 

that in the case of a drug (other than one subject to 

section 360b(n) of this title) intended for use in animals 

other than man which, on Oct. 9, 1962, was commer-

cially used or sold in the United States, was not a new 

drug as defined in par. (p) of this section then in force, 

and was not covered by an effective application under 

section 355 of this title, the words ‘‘effectiveness’’ and 

‘‘effective’’ contained in par. (w) of this section not ap-

plicable to such drug when intended solely for use 

under conditions prescribed, recommended, or sug-

gested in labeling with respect to such drug on that 

day, see section 108(a), (b)(3) of Pub. L. 90–399, set out 

as an Effective Date and Transitional Provisions note 

under section 360b of this title. 

EFFECTIVE DATE OF 1965 AMENDMENT 

Section 11 of Pub. L. 89–74 provided that: ‘‘The fore-

going provisions of this Act [see Short Title of 1965 

Amendment note set out under section 301 of this title] 

shall take effect on the first day of the seventh cal-

endar month [Feb. 1, 1966] following the month in 

which this Act is enacted [July 15, 1965]; except that (1) 

the Secretary shall permit persons, owning or operat-

ing any establishment engaged in manufacturing, pre-

paring, propagating, compounding, processing, whole-

saling, jobbing, or distributing any depressant or stim-

ulant drug, as referred to in the amendments made by 

section 4 of this Act to section 510 of the Federal Food, 

Drug, and Cosmetic Act [section 360 of this title], to 

register their name, places of business, and establish-

ments, and other information prescribed by such 

amendments, with the Secretary prior to such effective 

date, and (2) sections 201(v) and 511(g) of the Federal 

Food, Drug, and Cosmetic Act, as added by this act 

[par. (v) of this section and par. (g) of section 360a of 

this title], and the provisions of sections 8 [amending 

section 372 of this title and section 1114 of Title 18, 

Crimes and Criminal Procedure] and 10 [set out as a 

note under this section] shall take effect upon the date 

of enactment of this Act [July 15, 1965].’’ 

EFFECTIVE DATE OF 1962 AMENDMENT 

Section 107 of Pub. L. 87–781 provided that: 

‘‘(a) Except as otherwise provided in this section, the 

amendments made by the foregoing sections of this 

part A [amending this section and sections 331, 332, 348, 

351 to 353, 355, 357, 379e of this title, and enacting provi-

sions set out as a note under section 355 of this title] 

shall take effect on the date of enactment of this Act 

[Oct. 10, 1962]. 

‘‘(b) The amendments made by sections 101, 103, 105, 

and 106 of this part A [amending sections 331, 332, 351, 

352, 355, and 357 of this title] shall, with respect to any 

drug, take effect on the first day of the seventh cal-

endar month following the month in which this Act is 

enacted [Oct. 1962]. 

‘‘(c)(1) As used in this subsection, the term ‘enact-

ment date’ means the date of enactment of this Act; 

and the term ‘basic Act’ means the Federal Food, Drug, 

and Cosmetic Act [this chapter]. 

‘‘(2) An application filed pursuant to section 505(b) of 

the basic Act [section 355(b) of this title] which was ‘ef-

fective’ within the meaning of that Act on the day im-

mediately preceding the enactment date shall be 

deemed as of the enactment date, to be an application 

‘approved’ by the Secretary within the meaning of the 

basic Act as amended by this Act. 

‘‘(3) In the case of any drug with respect to which an 

application filed under section 505(b) of the basic Act is 

deemed to be an approved application on the enactment 

date by virtue of paragraph (2) of this subsection— 

‘‘(A) the amendments made by this Act to section 

201(p), and to subsections (b) and (d) of section 505, of 

the basic Act [par. (p) of this section, and subsecs. (b) 

and (d) of section 355 of this title], insofar as such 

amendments relate to the effectiveness of drugs, 

shall not, so long as approval of such application is 

not withdrawn or suspended pursuant to section 

505(e) of that Act [section 355(e) of this title], apply 

to such drug when intended solely for use under con-

ditions prescribed, recommended, or suggested in la-

beling covered by such approved application, but 

shall apply to any changed use, or conditions of use, 

prescribed, recommended, or suggested in its label-

ing, including such conditions of use as are the sub-

ject of an amendment or supplement to such applica-

tion pending on, or filed after, the enactment date; 

and 

‘‘(B) clause (3) of the first sentence of section 505(e) 

of the basic Act, as amended by this Act [section 

355(e) of this title], shall not apply to such drug when 

intended solely for use under conditions prescribed, 

recommended, or suggested in labeling covered by 

such approved application (except with respect to 

such use, or conditions of use, as are the subject of an 

amendment or supplement to such approved applica-

tion, which amendment or supplement has been ap-

proved after the enactment date under section 505 of 

the basic Act as amended by this Act [section 355 of 

this title]) until whichever of the following first oc-

curs: (i) the expiration of the two-year period begin-

ning with the enactment date; (ii) the effective date 

of an order under section 505(e) of the basic Act [sec-

tion 355(e) of this title], other than clause (3) of the 

first sentence of such section 505(e) [section 355(e) of 

this title], withdrawing or suspending the approval of 

such application. 

‘‘(4) In the case of any drug which, on the day imme-

diately preceding the enactment date, (A) was commer-

cially used or sold in the United States, (B) was not a 

new drug as defined by section 201(p) of the basic Act 

as then in force [par. (p) of this section], and (C) was 

not covered by an effective application under section 

505 of that Act [section 355 of this title], the amend-

ments to section 201(p) [par. (p) of this section] made by 

this Act shall not apply to such drug when intended 

solely for use under conditions prescribed, rec-

ommended, or suggested in labeling with respect to 

such drug on that day.’’ 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to provisions of section 203 of Pub. L. 86–618, see 

section 202 of Pub. L. 86–618, set out as a note under sec-

tion 379e of this title. 

EFFECTIVE DATE OF 1958 AMENDMENT 

Amendment by Pub. L. 85–929 effective Sept. 6, 1958, 

see section 6(a) of Pub. L. 85–929, set out as a note under 

section 342 of this title. 

EFFECTIVE DATE OF 1954 AMENDMENT 

For effective date of amendment by act July 22, 1954, 

see section 5 of that act, set out as a note under section 

342 of this title. 

CONSTRUCTION OF AMENDMENTS BY PUB. L. 102–282 

Amendment by Pub. L. 102–282 not to preclude any 

other civil, criminal, or administrative remedy pro-

vided under Federal or State law, including any private 

right of action against any person for the same action 

subject to any action or civil penalty under an amend-

ment made by Pub. L. 102–282, see section 7 of Pub. L. 

102–282, set out as a note under section 335a of this title. 

CONSTRUCTION OF AMENDMENTS BY PUB. L. 101–535 

Amendments by Pub. L. 101–535 not to be construed to 

alter authority of Secretary of Health and Human 

Services and Secretary of Agriculture under the Fed-

eral Food, Drug, and Cosmetic Act (21 U.S.C. 301 et 
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seq.), the Federal Meat Inspection Act (21 U.S.C. 601 et 

seq.), the Poultry Products Inspection Act (21 U.S.C. 451 

et seq.), and the Egg Products Inspection Act (21 U.S.C. 

1031 et seq.), see section 9 of Pub. L. 101–535, set out as 

a note under section 343 of this title. 

SAVINGS PROVISION 

Section 702 of Pub. L. 91–513, as amended by Pub. L. 

93–481, § 2, Oct. 26, 1974, 88 Stat. 1455, provided that: 
‘‘(a) Prosecutions for any violation of law occurring 

prior to the effective date [see Effective Date of 1970 

Amendment note above] of section 701 [repealing sec-

tion 360a of this title, and amending sections 321, 331, 

333, 334, 360, 372, and 381 of this title, sections 1114 and 

1952 of Title 18, Crimes and Criminal Procedure, and 

section 242 of Title 42, The Public Health and Welfare] 

shall not be affected by the repeals or amendments 

made by such section, or abated by reason thereof. 
‘‘(b) Civil seizures or forfeitures and injunctive pro-

ceedings commenced prior to the effective date of sec-

tion 701 shall not be affected by the repeals or amend-

ments made by such section, or abated by reason there-

of. 
‘‘(c) All administrative proceedings pending before 

the Bureau of Narcotics and Dangerous Drugs [now the 

Drug Enforcement Administration] on the date of en-

actment of this Act [Oct. 27, 1970] shall be continued 

and brought to final determination in accord with laws 

and regulations in effect prior to such date of enact-

ment. Where a drug is finally determined under such 

proceedings to be a depressant or stimulant drug, as de-

fined in section 201(v) of the Federal Food, Drug, and 

Cosmetic Act [par. (v) of this section], such drug shall 

automatically be controlled under this title [sub-

chapter I of chapter 13 of this title] by the Attorney 

General without further proceedings and listed in the 

appropriate schedule after he has obtained the recom-

mendation of the Secretary. Any drug with respect to 

which such a final determination has been made prior 

to the date of enactment of this Act which is not listed 

in section 202 [section 812 of this title] within schedules 

I through V shall automatically be controlled under 

this title [subchapter I of chapter 13 of this title] by the 

Attorney General without further proceedings, and be 

listed in the appropriate schedule, after he has obtained 

the recommendations of the Secretary. 
‘‘(d) Notwithstanding subsection (a) of this section or 

section 1103 [of Pub. L. 91–513, set out as a note under 

sections 171 to 174 of this title], section 4202 of title 18, 

United States Code, shall apply to any individual con-

victed under any of the laws repealed by this title or 

title III [subchapter I or subchapter II of chapter 13 of 

this title] without regard to the terms of any sentence 

imposed on such individual under such law.’’ 

TRANSFER OF FUNCTIONS 

Secretary and Department of Health, Education, and 

Welfare redesignated Secretary and Department of 

Health and Human Services by Pub. L. 96–88, title V, 

§ 509(b), Oct. 17, 1979, 93 Stat. 695, which is classified to 

section 3508(b) of Title 20, Education. 
Functions of Secretary of Health, Education, and 

Welfare [now Health and Human Services] under Fed-

eral Food, Drug, and Cosmetic Act, to the extent such 

functions related to administration and enforcement of 

the Poison Prevention Packaging Act of 1970 (15 U.S.C. 

1471 et seq.), transferred to Consumer Product Safety 

Commission by section 2079 of Title 15, Commerce and 

Trade. 
Functions of Secretary of Health, Education, and 

Welfare [now Health and Human Services] under Drug 

Abuse Control Amendments of 1965 [see Short Title of 

1965 Amendment note set out under section 301 of this 

title] transferred to Attorney General except function 

of regulating counterfeiting of those drugs which are 

not ‘‘depressant or stimulant’’ drugs, see section 2 of 

Reorg. Plan No. 1 of 1968, set out in the Appendix to 

Title 5, Government Organization and Employees. 
For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

CONGRESSIONAL FINDINGS RELATING TO PUB. L. 103–417 

Section 2 of Pub. L. 103–417 provided that: ‘‘Congress 

finds that— 
‘‘(1) improving the health status of United States 

citizens ranks at the top of the national priorities of 

the Federal Government; 
‘‘(2) the importance of nutrition and the benefits of 

dietary supplements to health promotion and disease 

prevention have been documented increasingly in sci-

entific studies; 
‘‘(3)(A) there is a link between the ingestion of cer-

tain nutrients or dietary supplements and the preven-

tion of chronic diseases such as cancer, heart disease, 

and osteoporosis; and 
‘‘(B) clinical research has shown that several chron-

ic diseases can be prevented simply with a healthful 

diet, such as a diet that is low in fat, saturated fat, 

cholesterol, and sodium, with a high proportion of 

plant-based foods; 
‘‘(4) healthful diets may mitigate the need for ex-

pensive medical procedures, such as coronary bypass 

surgery or angioplasty; 
‘‘(5) preventive health measures, including edu-

cation, good nutrition, and appropriate use of safe 

nutritional supplements will limit the incidence of 

chronic diseases, and reduce long-term health care 

expenditures; 
‘‘(6)(A) promotion of good health and healthy life-

styles improves and extends lives while reducing 

health care expenditures; and 
‘‘(B) reduction in health care expenditures is of 

paramount importance to the future of the country 

and the economic well-being of the country; 
‘‘(7) there is a growing need for emphasis on the dis-

semination of information linking nutrition and 

long-term good health; 
‘‘(8) consumers should be empowered to make 

choices about preventive health care programs based 

on data from scientific studies of health benefits re-

lated to particular dietary supplements; 
‘‘(9) national surveys have revealed that almost 50 

percent of the 260,000,000 Americans regularly con-

sume dietary supplements of vitamins, minerals, or 

herbs as a means of improving their nutrition; 
‘‘(10) studies indicate that consumers are placing 

increased reliance on the use of nontraditional health 

care providers to avoid the excessive costs of tradi-

tional medical services and to obtain more holistic 

consideration of their needs; 
‘‘(11) the United States will spend over 

$1,000,000,000,000 on health care in 1994, which is about 

12 percent of the Gross National Product of the 

United States, and this amount and percentage will 

continue to increase unless significant efforts are 

undertaken to reverse the increase; 
‘‘(12)(A) the nutritional supplement industry is an 

integral part of the economy of the United States; 
‘‘(B) the industry consistently projects a positive 

trade balance; and 
‘‘(C) the estimated 600 dietary supplement manufac-

turers in the United States produce approximately 

4,000 products, with total annual sales of such prod-

ucts alone reaching at least $4,000,000,000; 
‘‘(13) although the Federal Government should take 

swift action against products that are unsafe or adul-

terated, the Federal Government should not take any 

actions to impose unreasonable regulatory barriers 

limiting or slowing the flow of safe products and ac-

curate information to consumers; 
‘‘(14) dietary supplements are safe within a broad 

range of intake, and safety problems with the supple-

ments are relatively rare; and 
‘‘(15)(A) legislative action that protects the right of 

access of consumers to safe dietary supplements is 

necessary in order to promote wellness; and 
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‘‘(B) a rational Federal framework must be estab-

lished to supersede the current ad hoc, patchwork 

regulatory policy on dietary supplements.’’ 

DISSEMINATION OF INFORMATION REGARDING THE 

DANGERS OF DRUG ABUSE 

Section 5 of Pub. L. 90–639 provided that: ‘‘It is the 

sense of the Congress that, because of the inadequate 

knowledge on the part of the people of the United 

States of the substantial adverse effects of misuse of 

depressant and stimulant drugs, and of other drugs lia-

ble to abuse, on the individual, his family, and the com-

munity, the highest priority should be given to Federal 

programs to disseminate information which may be 

used to educate the public, particularly young persons, 

regarding the dangers of drug abuse.’’ 

CONGRESSIONAL FINDINGS AND DECLARATION OF POLICY 

Section 2 of Pub. L. 89–74 provided that: ‘‘The Con-

gress hereby finds and declares that there is a wide-

spread illicit traffic in depressant and stimulant drugs 

moving in or otherwise affecting interstate commerce; 

that the use of such drugs, when not under the super-

vision of a licensed practitioner, often endangers safety 

on the highways (without distinction of interstate and 

intrastate traffic thereon) and otherwise has become a 

threat to the public health and safety, making addi-

tional regulation of such drugs necessary regardless of 

the intrastate or interstate origin of such drugs; that 

in order to make regulation and protection of inter-

state commerce in such drugs effective, regulation of 

intrastate commerce is also necessary because, among 

other things, such drugs, when held for illicit sale, 

often do not bear labeling showing their place of origin 

and because in the form in which they are so held or in 

which they are consumed a determination of their 

place of origin is often extremely difficult or impos-

sible; and that regulation of interstate commerce with-

out the regulation of intrastate commerce in such 

drugs, as provided in this Act [see Short Title of 1965 

Amendment note set out under section 301 of this title], 

would discriminate against and adversely affect inter-

state commerce in such drugs.’’ 

EFFECT OF DRUG ABUSE CONTROL AMENDMENTS OF 1965 

ON STATE LAWS 

Section 10 of Pub. L. 89–74 provided that: 

‘‘(a) Nothing in this Act [enacting section 360a of this 

title, amending sections 321, 331, 333, 334, 360, and 372 of 

this title and section 1114 of Title 18, Crimes and Crimi-

nal Procedure, and enacting provisions set out as notes 

under sections 321, 352, and 360a of this title] shall be 

construed as authorizing the manufacture, compound-

ing, processing, possession, sale, delivery, or other dis-

posal of any drug in any State in contravention of the 

laws of such State. 

‘‘(b) No provision of this Act nor any amendment 

made by it shall be construed as indicating an intent 

on the part of the Congress to occupy the field in which 

such provision or amendment operates to the exclusion 

of any State law on the same subject matter, unless 

there is a direct and positive conflict between such pro-

vision or amendment and such State law so that the 

two cannot be reconciled or consistently stand to-

gether. 

‘‘(c) No amendment made by this Act shall be con-

strued to prevent the enforcement in the courts of any 

State of any statute of such State prescribing any 

criminal penalty for any act made criminal by any 

such amendment.’’ 

EFFECT OF DRUG AMENDMENTS OF 1962 ON STATE LAWS 

Section 202 of Pub. L. 87–781 provided that: ‘‘Nothing 

in the amendments made by this Act [enacting sections 

358 to 360, amending sections 321, 331, 332, 348, 351 to 353, 

355, 357, 372, 374, 379e, and 381 of this title, and enacting 

provisions set out as notes under sections 321, 331, 332, 

352, 355, 360, and 374 of this title] to the Federal Food, 

Drug, and Cosmetic Act [this chapter] shall be con-

strued as invalidating any provision of State law which 

would be valid in the absence of such amendments un-

less there is a direct and positive conflict between such 

amendments and such provision of State law.’’ 

CROSS REFERENCES 

Appropriations for purpose and administration of 

pars. (q) and (r) of this section, see section 346b of this 

title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 343, 346b, 350, 

352, 355, 360b, 379e, 802, 825 of this title; title 7 section 

136; title 15 sections 1454, 1456, 1471, 2052, 2602; title 18 

sections 842, 1365; title 35 section 156; title 42 sections 

274e, 287c–11, 289g–2, 300cc–12, 1396r–8; title 49 section 

5702. 

§ 321a. ‘‘Butter’’ defined 

For the purposes of the Food and Drug Act of 
June 30, 1906 (Thirty-fourth Statutes at Large, 
page 768) ‘‘butter’’ shall be understood to mean 
the food product usually known as butter, and 
which is made exclusively from milk or cream, 
or both, with or without common salt, and with 
or without additional coloring matter, and con-
taining not less than 80 per centum by weight of 
milk fat, all tolerances having been allowed for. 

(Mar. 4, 1923, ch. 268, 42 Stat. 1500.) 

REFERENCES IN TEXT 

The Food and Drug Act of June 30, 1906, referred to in 

text, is act June 30, 1906, ch. 3915, 34 Stat. 768, as 

amended, which was classified to subchapter I (§ 1 et 

seq.) of chapter 1 of this title, was repealed (except for 

section 14a which was transferred to section 376 of this 

title) by act June 25, 1938, ch. 675, § 902(a), 52 Stat. 1059, 

and is covered by this chapter. 

CODIFICATION 

Section, which was not enacted as part of the Federal 

Food, Drug, and Cosmetic Act which comprises this 

chapter, was formerly classified to section 6 of this 

title. Section 902(a) of act June 25, 1938, set out as an 

Effective Date note under section 301 of this title, pro-

vided that this section should remain in force and ef-

fect and be applicable to the provisions of this chapter. 

§ 321b. ‘‘Package’’ defined 

The word ‘‘package’’ where it occurs the sec-
ond and last time in the act entitled ‘‘An act to 
amend section 8 of an act entitled, ‘An act for 
preventing the manufacture, sale, or transpor-
tation of adulterated or misbranded or poison-
ous deleterious foods, drugs, medicines, and liq-
uors, and for regulating traffic therein, and for 
other purposes,’ ’’ approved March 3, 1913, shall 
include and shall be construed to include 
wrapped meats inclosed in papers or other mate-
rials as prepared by the manufacturers thereof 
for sale. 

(July 24, 1919, ch. 26, 41 Stat. 271.) 

REFERENCES IN TEXT 

An act approved March 3, 1913, referred to in text, is 

act Mar. 3, 1913, ch. 117, 37 Stat. 732, which amended 

section 10 of this title. For complete classification of 

this Act to the Code, see Tables. 

‘‘An act for preventing the manufacture, sale, or 

transportation of adulterated or misbranded or poison-

ous deleterious foods, drugs, medicines, and liquors, 

and for regulating traffic therein, and for other pur-

poses,’’, referred to in text, is act June 30, 1906, ch. 3915, 
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34 Stat. 768, which was classified to subchapter I (§ 1 et 

seq.) of chapter 1 of this title, was repealed (except for 

section 14a which was transferred to section 376 of this 

title) by act June 25, 1938, ch. 675, § 902(a), 52 Stat. 1059, 

and is covered by this chapter. 

CODIFICATION 

Section, which was not enacted as part of the Federal 

Food, Drug, and Cosmetic Act which comprises this 

chapter, was formerly classified to the last sentence of 

paragraph third of section 10 of this title. Section 902(a) 

of act June 25, 1938, set out as an Effective Date note 

under section 301 of this title, provided that this sec-

tion should remain in force and effect and be applicable 

to the provisions of this chapter. 

§ 321c. Nonfat dry milk; ‘‘milk’’ defined 

For the purposes of the Federal Food, Drug, 
and Cosmetic Act of June 26, 1938, (ch. 675, sec. 
1, 52 Stat. 1040) [21 U.S.C. 301 et seq.] nonfat dry 
milk is the product resulting from the removal 
of fat and water from milk, and contains the 
lactose, milk proteins, and milk minerals in the 
same relative proportions as in the fresh milk 
from which made. It contains not over 5 per cen-
tum by weight of moisture. The fat content is 
not over 11⁄2 per centum by weight unless other-
wise indicated. 

The term ‘‘milk’’, when used herein, means 
sweet milk of cows. 

(Mar. 2, 1944, ch. 77, 58 Stat. 108; July 2, 1956, ch. 
495, 70 Stat. 486.) 

REFERENCES IN TEXT 

The Federal Food, Drug, and Cosmetic Act of June 26, 

1938 (ch. 675, sec. 1, 52 Stat. 1040), referred to in text, 

probably means act June 25, 1938, ch. 675, 52 Stat. 1040, 

as amended, which is classified generally to this chap-

ter (§ 301 et seq.). For complete classification of this 

Act to the Code, see section 301 of this title and Tables. 

CODIFICATION 

Section was not enacted as a part of the Federal 

Food, Drug, and Cosmetic Act which comprises this 

chapter, but was made applicable thereto. 

AMENDMENTS 

1956—Act July 2, 1956, substituted ‘‘nonfat dry milk’’ 

for ‘‘nonfat dry milk solids or defatted milk solids’’. 

SUBCHAPTER III—PROHIBITED ACTS AND 
PENALTIES 

SUBCHAPTER REFERRED TO IN OTHER SECTIONS 

This subchapter is referred to in section 378 of this 

title; title 15 section 1456. 

§ 331. Prohibited acts 

The following acts and the causing thereof are 
prohibited: 

(a) The introduction or delivery for introduc-
tion into interstate commerce of any food, drug, 
device, or cosmetic that is adulterated or mis-
branded. 

(b) The adulteration or misbranding of any 
food, drug, device, or cosmetic in interstate 
commerce. 

(c) The receipt in interstate commerce of any 
food, drug, device, or cosmetic that is adulter-
ated or misbranded, and the delivery or prof-
fered delivery thereof for pay or otherwise. 

(d) The introduction or delivery for introduc-
tion into interstate commerce of any article in 
violation of section 344 or 355 of this title. 

(e) The refusal to permit access to or copying 
of any record as required by section 350a or 373 
of this title; or the failure to establish or main-
tain any record, or make any report, required 
under section 350a, 355(i) or (k), 357(d) or (g), 
360b(a)(4)(C), 360b(j), (l), or (m), 360e(f), or 360i of 
this title, or the refusal to permit access to or 
verification or copying of any such required 
record. 

(f) The refusal to permit entry or inspection as 
authorized by section 374 of this title. 

(g) The manufacture within any Territory of 
any food, drug, device, or cosmetic that is adul-
terated or misbranded. 

(h) The giving of a guaranty or undertaking 
referred to in section 333(c)(2) of this title, which 
guaranty or undertaking is false, except by a 
person who relied upon a guaranty or under-
taking to the same effect signed by, and con-
taining the name and address of, the person re-
siding in the United States from whom he re-
ceived in good faith the food, drug, device, or 
cosmetic; or the giving of a guaranty or under-
taking referred to in section 333(c)(3) of this 
title, which guaranty or undertaking is false. 

(i)(1) Forging, counterfeiting, simulating, or 
falsely representing, or without proper author-
ity using any mark, stamp, tag, label, or other 
identification device authorized or required by 
regulations promulgated under the provisions of 
section 344, 356, 357, or 379e of this title. 

(2) Making, selling, disposing of, or keeping in 
possession, control, or custody, or concealing 
any punch, die, plate, stone, or other thing de-
signed to print, imprint, or reproduce the trade-
mark, trade name, or other identifying mark, 
imprint, or device of another or any likeness of 
any of the foregoing upon any drug or container 
or labeling thereof so as to render such drug a 
counterfeit drug. 

(3) The doing of any act which causes a drug to 
be a counterfeit drug, or the sale or dispensing, 
or the holding for sale or dispensing, of a coun-
terfeit drug. 

(j) The using by any person to his own advan-
tage, or revealing, other than to the Secretary 
or officers or employees of the Department, or 
to the courts when relevant in any judicial pro-
ceeding under this chapter, any information ac-
quired under authority of section 344, 348, 350a, 
355, 356, 357, 360, 360b, 360c, 360d, 360e, 360f, 360h, 
360i, 360j, 374, 379, or 379e of this title concerning 
any method or process which as a trade secret is 
entitled to protection. This paragraph does not 
authorize the withholding of information from 
either House of Congress or from, to the extent 
of matter within its jurisdiction, any committee 
or subcommittee of such committee or any joint 
committee of Congress or any subcommittee of 
such joint committee. 

(k) The alteration, mutilation, destruction, 
obliteration, or removal of the whole or any 
part of the labeling of, or the doing of any other 
act with respect to, a food, drug, device, or cos-
metic, if such act is done while such article is 
held for sale (whether or not the first sale) after 
shipment in interstate commerce and results in 
such article being adulterated or misbranded. 

(l) The using, on the labeling of any drug or 
device or in any advertising relating to such 
drug or device, of any representation or sugges-
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tion that approval of an application with respect 
to such drug or device is in effect under section 
355, 360e, or 360j(g) of this title, as the case may 
be, or that such drug or device complies with 
the provisions of such section. 

(m) The sale or offering for sale of colored ole-
omargarine or colored margarine, or the posses-
sion or serving of colored oleomargarine or col-
ored margarine in violation of subsections (b) or 
(c) of section 347 of this title. 

(n) The using, in labeling, advertising or other 
sales promotion of any reference to any report 
or analysis furnished in compliance with section 
374 of this title. 

(o) In the case of a prescription drug distrib-
uted or offered for sale in interstate commerce, 
the failure of the manufacturer, packer, or dis-
tributor thereof to maintain for transmittal, or 
to transmit, to any practitioner licensed by ap-
plicable State law to administer such drug who 
makes written request for information as to 
such drug, true and correct copies of all printed 
matter which is required to be included in any 
package in which that drug is distributed or 
sold, or such other printed matter as is approved 
by the Secretary. Nothing in this paragraph 
shall be construed to exempt any person from 
any labeling requirement imposed by or under 
other provisions of this chapter. 

(p) The failure to register in accordance with 
section 360 of this title, the failure to provide 
any information required by section 360(j) or 
360(k) of this title, or the failure to provide a no-
tice required by section 360(j)(2) of this title. 

(q)(1) The failure or refusal to (A) comply with 
any requirement prescribed under section 360h 
or 360j(g) of this title, (B) furnish any notifica-
tion or other material or information required 
by or under section 360i or 360j(g) of this title, or 
(C) comply with a requirement under section 
360l of this title. 

(2) With respect to any device, the submission 
of any report that is required by or under this 
chapter that is false or misleading in any mate-
rial respect. 

(r) The movement of a device in violation of 
an order under section 334(g) of this title or the 
removal or alteration of any mark or label re-
quired by the order to identify the device as de-
tained. 

(s) The failure to provide the notice required 
by section 350a(c) or 350a(e) of this title, the fail-
ure to make the reports required by section 
350a(f)(1)(B) of this title, the failure to retain 
the records required by section 350a(b)(4) of this 
title, or the failure to meet the requirements 
prescribed under section 350a(f)(3) of this title. 

(t) The importation of a drug in violation of 
section 381(d)(1) of this title, the sale, purchase, 
or trade of a drug or drug sample or the offer to 
sell, purchase, or trade a drug or drug sample in 
violation of section 353(c) of this title, the sale, 
purchase, or trade of a coupon, the offer to sell, 
purchase, or trade such a coupon, or the coun-
terfeiting of such a coupon in violation of sec-
tion 353(c)(2) of this title, the distribution of a 
drug sample in violation of section 353(d) of this 
title or the failure to otherwise comply with the 
requirements of section 353(d) of this title, or 
the distribution of drugs in violation of section 
353(e) of this title or the failure to otherwise 

comply with the requirements of section 353(e) 
of this title. 

(u) The failure to comply with any require-
ments of the provisions of, or any regulations or 
orders of the Secretary, under section 
360b(a)(4)(A), 360b(a)(4)(D), or 360b(a)(5) of this 
title. 

(u) 1 The introduction or delivery for introduc-
tion into interstate commerce of a dietary sup-
plement that is unsafe under section 350b of this 
title. 

(June 25, 1938, ch. 675, § 301, 52 Stat. 1042; Dec. 22, 
1941, ch. 613, § 1, 55 Stat. 851; July 6, 1945, ch. 281, 
§ 1, 59 Stat. 463; Mar. 10, 1947, ch. 16, § 1, 61 Stat. 
11; June 24, 1948, ch. 613, § 1, 62 Stat. 582; Mar. 16, 
1950, ch. 61, § 3(b), 64 Stat. 20; Aug. 7, 1953, ch. 350, 
§ 2, 67 Stat. 477; Sept. 6, 1958, Pub. L. 85–929, § 5, 
72 Stat. 1788; July 12, 1960, Pub. L. 86–618, title I, 
§§ 104, 105(a), 74 Stat. 403; Oct. 10, 1962, Pub. L. 
87–781, title I, §§ 103(c), 104(e)(1), 106(c), 114(a), 
title III, § 304, 76 Stat. 784, 785, 788, 791, 795; July 
15, 1965, Pub. L. 89–74, §§ 5, 9(c), 79 Stat. 232, 235; 
July 13, 1968, Pub. L. 90–399, § 103, 82 Stat. 352; 
Oct. 24, 1968, Pub. L. 90–639, § 2(b), 82 Stat. 1361; 
Oct. 27, 1970, Pub. L. 91–513, title II, § 701(a), 84 
Stat. 1281; Aug. 16, 1972, Pub. L. 92–387, § 4(e), 86 
Stat. 562; May 28, 1976, Pub. L. 94–295, §§ 3(b), 
4(b)(1), 7(b), 90 Stat. 576, 580, 582; Sept. 26, 1980, 
Pub. L. 96–359, § 5, 94 Stat. 1193; Oct. 27, 1986, Pub. 
L. 99–570, title IV, § 4014(b)(2), 100 Stat. 3207–120; 
Apr. 22, 1988, Pub. L. 100–293, § 7(a), 102 Stat. 99; 
Nov. 3, 1990, Pub. L. 101–502, § 5(j), 104 Stat. 1289; 
Nov. 5, 1990, Pub. L. 101–508, title IV, § 4755(c)(2), 
104 Stat. 1388–210; June 16, 1992, Pub. L. 102–300, 
§ 3(a)(1), 106 Stat. 238; Oct. 29, 1992, Pub. L. 
102–571, title I, § 107(2), (3), 106 Stat. 4499; Aug. 13, 
1993, Pub. L. 103–80, § 3(c), 107 Stat. 775; Oct. 22, 
1994, Pub. L. 103–396, § 2(b)(1), 108 Stat. 4154; Oct. 
25, 1994, Pub. L. 103–417, § 10(b), 108 Stat. 4332.) 

AMENDMENTS 

1994—Par. (e). Pub. L. 103–396, § 2(b)(1)(A), substituted 

‘‘357(d) or (g), 360b(a)(4)(C),’’ for ‘‘357(d) or (g),’’. 
Par. (u). Pub. L. 103–417 added par. (u) relating to in-

troduction into interstate commerce of unsafe dietary 

supplement. 
Pub. L. 103–396, § 2(b)(1)(B), added par. (u) relating to 

failure to comply with regulations or orders of Sec-

retary. 
1993—Par. (j). Pub. L. 103–80, § 3(c)(1), substituted ‘‘379, 

or 379e’’ for ‘‘379e, or 379’’. 
Par. (s). Pub. L. 103–80, § 3(c)(2), substituted ‘‘350a(e)’’ 

for ‘‘350a(d)’’. 
1992—Pars. (i)(1), (j). Pub. L. 102–571 substituted 

‘‘379e’’ for ‘‘376’’. 
Par. (q)(1)(C). Pub. L. 102–300 added cl. (C). 
1990—Par. (e). Pub. L. 101–502 substituted ‘‘or (k)’’ for 

‘‘or (j)’’. 
Par. (j). Pub. L. 101–508 inserted at end ‘‘This para-

graph does not authorize the withholding of informa-

tion from either House of Congress or from, to the ex-

tent of matter within its jurisdiction, any committee 

or subcommittee of such committee or any joint com-

mittee of Congress or any subcommittee of such joint 

committee.’’ 
1988—Par. (t). Pub. L. 100–293 added par. (t). 
1986—Par. (s). Pub. L. 99–570 amended par. (s) gener-

ally. Prior to amendment, par. (s) read as follows: ‘‘The 

failure to provide the notice required by section 350a(b) 

or 350a(c), the failure to make the reports required by 

section 350a(d)(1)(B), or the failure to meet the require-

ments prescribed under section 350a(d)(2).’’ 
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1980—Par. (e). Pub. L. 96–359, § 5(b), inserted reference 

to section 350a of this title in two places. 
Par. (j). Pub. L. 96–359, § 5(c), inserted reference to 

section 350a of this title. 
Par. (s). Pub. L. 96–359, § 5(a), added par. (s). 
1976—Par. (e). Pub. L. 94–295, § 3(b)(2), inserted ref-

erences to sections 360e(f) and 360i of this title. 
Par. (j). Pub. L. 94–295, § 3(b)(3), inserted references to 

sections 360, 360c, 360d, 360e, 360f, 360h, 360i, 360j, and 379 

of this title. 
Par. (l). Pub. L. 94–295, § 3(b)(4), substituted ‘‘drug or 

device’’ for ‘‘drug’’ wherever appearing, and inserted 

references to sections 360e and 360j(g) of this title. 
Par. (p). Pub. L. 94–295, § 4(b)(1), substituted ‘‘section 

360(j) or 360(k) of this title,’’ for ‘‘section 360(j) of this 

title,’’. 
Par. (q). Pub. L. 94–295, § 3(b)(1), added par. (q). 
Par. (r). Pub. L. 94–295, § 7(b), added par. (r). 
1972—Par. (p). Pub. L. 92–387 added failure to provide 

information required by section 360(j) of this title, and 

failure to provide notice required by section 360(j)(2) of 

this title as prohibited acts. 
1970—Par. (q). Pub. L. 91–513 struck out par. (q) which 

set out penalties for illegal manufacture, sale, disposi-

tion, possession and other traffic in stimulant and de-

pressant drugs. See section 801 et seq. of this title. 
1968—Par. (e). Pub. L. 90–399, § 103(1), inserted ref-

erence to section 360b(j), (l), and (m) of this title. 
Par. (j). Pub. L. 90–399, § 103(2), inserted reference to 

section 360b of this title. 
Par. (q). Pub. L. 90–639 divided cl. (3), which referred 

simply to possession in violation of section 360a(c) of 

this title, into subcls. (A) and (B) which refer, respec-

tively, to possession in violation of section 360a(c)(1) of 

this title and possession in violation of section 

360a(c)(2) of this title. 
1965—Par. (i). Pub. L. 89–74, § 9(c), designated existing 

provisions as subpar. (1) and added subpars. (2) and (3). 
Par. (q). Pub. L. 89–74, § 5, added par. (q). 
1962—Par. (e). Pub. L. 87–781, §§ 103(c), 106(c), prohib-

ited the failure to establish or maintain any record, or 

make any report, required under sections 355(i) or (j) 

and 507(d) or (g) of this title, or the refusal to permit 

access to, or verification or copying of, any such re-

quired record. 
Par. (l). Pub. L. 87–781, § 104(e)(1), inserted ‘‘approval 

of’’ before ‘‘an application’’, and substituted ‘‘in effect’’ 

for ‘‘effective’’. 
Par. (o). Pub. L. 87–781, § 114(a), added par. (o). 
Par. (p). Pub. L. 87–781, § 304, added par. (p). 
1960—Par. (i). Pub. L. 86–618, § 105(a), struck out ref-

erences to sections 346(b), 354, and 364 of this title and 

inserted reference to section 376 of this title. 
Par. (j). Pub. L. 86–618, § 104, inserted reference to sec-

tion 376 of this title. 
1958—Par. (j). Pub. L. 85–929, inserted reference to sec-

tion 348 of this title. 
1953—Par. (n). Act Aug. 7, 1953, added par. (n). 
1950—Par. (m). Act Mar. 16, 1950, added par. (m). 
1948—Par. (k). Act June 24, 1948, inserted ‘‘(whether 

or not the first sale)’’ so as to make it clear that this 

subsection is not limited to the case where the act oc-

curs while the article is held for the first sale after 

interstate shipment, and extended coverage of sub-

section to acts which result in adulteration. 
1947—Par. (j). Act Mar. 10, 1947, inserted reference to 

sections 356 and 357 of this title. 
1945—Par. (i). Act July 6, 1945, inserted reference to 

section 357 of this title. 
1941—Par. (i). Act Dec. 22, 1941, inserted reference to 

section 356 of this title. 

EFFECTIVE DATE OF 1994 AMENDMENT 

Amendment by Pub. L. 103–396 effective upon adop-

tion of final regulations under section 2(c) of Pub. L. 

103–396, set out as a Regulations note under section 360b 

of this title, see section 2(d) of Pub. L. 103–396, set out 

as a note under section 360b of this title. 

EFFECTIVE DATE OF 1990 AMENDMENT 

Section 4755(c)(2) of Pub. L. 101–508 provided that the 

amendment made by that section is effective as if in-

cluded in subtitle D of title VI of the Omnibus Budget 

Reconciliation Act of 1989, Pub. L. 101–239, title VI, 

§§ 6601, 6602, Dec. 19, 1989, 103 Stat. 2285, see 42 U.S.C. 

300aa–1 note, 300aa–10 note. 

EFFECTIVE DATE OF 1988 AMENDMENT 

Amendment by Pub. L. 100–293 effective upon expira-

tion of 90 days after Apr. 22, 1988, see section 8(a) of 

Pub. L. 100–293, set out as a note under section 353 of 

this title. 

EFFECTIVE DATE OF 1972 AMENDMENT 

Amendment by Pub. L. 92–387 effective on first day of 

sixth month beginning after Aug. 16, 1972, see section 5 

of Pub. L. 92–387, set out as a note under section 360 of 

this title. 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–513 effective on first day of 

seventh calendar month that begins after Oct. 26, 1970, 

see section 704 of Pub. L. 91–513, set out as an Effective 

Date note under section 801 of this title. 

EFFECTIVE DATE OF 1968 AMENDMENTS 

Amendment by Pub. L. 90–399 effective on first day of 

thirteenth calendar month after July 13, 1968, see sec-

tion 108(a) of Pub. L. 90–399, set out as an Effective Date 

and Transitional Provisions note under section 360b of 

this title. 

Amendment by Pub. L. 90–639 applicable only with re-

spect to violations of this chapter committed after Oct. 

24, 1968, see section 6 of Pub. L. 90–639, set out as an Ef-

fective Date of 1968 Amendments; Transitional Provi-

sions note under section 321 of this title. 

EFFECTIVE DATE OF 1965 AMENDMENT 

Amendment by Pub. L. 89–74 effective Feb. 1, 1966, see 

section 11 of Pub. L. 89–74, set out as a note under sec-

tion 321 of this title. 

EFFECTIVE DATE OF 1962 AMENDMENT 

Amendment by sections 103(c) and 106(c) of Pub. L. 

87–781 effective on first day of seventh calendar month 

following Oct. 1962, and amendment by section 104(e)(1) 

of Pub. L. 87–781 effective Oct. 10, 1962, see section 107 

of Pub. L. 87–781, set out as a note under section 321 of 

this title. 

Section 114(b) of Pub. L. 87–781 provided that: ‘‘This 

section [amending this section] shall take effect on the 

first day of the seventh calendar month following the 

month in which this Act is enacted [October 1962].’’ 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to provisions of section 203 of Pub. L. 86–618, see 

section 202 of Pub. L. 86–618, set out as a note under sec-

tion 379e of this title. 

EFFECTIVE DATE OF 1958 AMENDMENT 

Amendment by Pub. L. 85–929 effective Sept. 6, 1958, 

see section 6(a) of Pub. L. 85–929, set out as a note under 

section 342 of this title. 

EFFECTIVE DATE OF 1950 AMENDMENT 

Amendment by act Mar. 16, 1950, effective July 1, 1950, 

see section 7 of that act, set out as an Effective Date 

note under section 347 of this title. 

SAVINGS PROVISION 

Amendment by Pub. L. 91–513 not to affect or abate 

any prosecutions for violation of law or any civil sei-

zures or forfeitures and injunctive proceedings com-

menced prior to the effective date of such amendment, 

and all administrative proceedings pending before the 

Bureau of Narcotics and Dangerous Drugs [now the 

Drug Enforcement Administration] on Oct. 27, 1970, to 

be continued and brought to final determination in ac-
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cord with laws and regulations in effect prior to Oct. 27, 
1970, see section 702 of Pub. L. 91–513, set out as a note 
under section 321 of this title. 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-
istrator to Secretary of Health, Education, and Welfare 
[now Health and Human Services], and of Food and 
Drug Administration in the Department of Agriculture 
to Federal Security Agency, see note set out under sec-
tion 41 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 321, 332, 333, 
347b, 360i, 360j of this title; title 42 section 1396r–8. 

§ 332. Injunction proceedings 

(a) Jurisdiction of courts 

The district courts of the United States and 
the United States courts of the Territories shall 
have jurisdiction, for cause shown 1 to restrain 
violations of section 331 of this title, except 
paragraphs (h), (i), and (j). 

(b) Violation of injunction 

In case of violation of an injunction or re-
straining order issued under this section, which 
also constitutes a violation of this chapter, trial 
shall be by the court, or, upon demand of the ac-
cused, by a jury. 

(June 25, 1938, ch. 675, § 302, 52 Stat. 1043; Oct. 10, 
1962, Pub. L. 87–781, title I, § 103(d), title II, 
§ 201(c), 76 Stat. 784, 793; Aug. 13, 1993, Pub. L. 
103–80, § 3(d), 107 Stat. 775.) 

AMENDMENTS 

1993—Subsec. (a). Pub. L. 103–80, § 3(d)(1), struck out 

‘‘, and subject to the provisions of section 17 (relating 

to notice to opposite party) of the Act entitled ‘An Act 

to supplement existing laws against unlawful restraints 

and monopolies, and for other purposes’, approved Oc-

tober 15, 1914, as amended (U.S.C., 1934 ed., title 28, sec. 

381),’’ after ‘‘for cause shown’’. 
Subsec. (b). Pub. L. 103–80, § 3(d)(2), struck out at end 

‘‘Such trial shall be conducted in accordance with the 

practice and procedure applicable in the case of pro-

ceedings subject to the provisions of section 22 of such 

Act of October 15, 1914, as amended (U.S.C., 1934 ed., 

title 28, sec. 387).’’ 
1962—Subsec. (a). Pub. L. 87–781, § 103(d), struck out 

‘‘(e),’’ after ‘‘paragraphs’’. 
Pub. L. 87–781, § 201(c), struck out ‘‘(f),’’ after ‘‘para-

graphs’’. 

EFFECTIVE DATE OF 1962 AMENDMENT 

Amendment by section 103(c) of Pub. L. 87–781 effec-

tive on first day of seventh calendar month following 

October 1962, see section 107 of Pub. L. 87–781, set out as 

a note under section 321 of this title. 
Section 203 of title II of Pub. L. 87–781 provided that: 

‘‘The amendments made by this title [amending this 

section and section 374 of this title and enacting provi-

sions set out as notes under sections 321 and 374 of this 

title] shall take effect on the date of enactment of this 

Act [Oct. 10, 1962].’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 334, 360j of this 

title; title 42 section 1396r–8. 

§ 333. Penalties 

(a) Violation of section 331 of this title; second 
violation; intent to defraud or mislead 

(1) Any person who violates a provision of sec-
tion 331 of this title shall be imprisoned for not 

more than one year or fined not more than 
$1,000, or both. 

(2) Notwithstanding the provisions of para-
graph (1) of this section,1 if any person commits 
such a violation after a conviction of him under 
this section has become final, or commits such 
a violation with the intent to defraud or mis-
lead, such person shall be imprisoned for not 
more than three years or fined not more than 
$10,000, or both. 

(b) Prescription drug marketing violations 

(1) Notwithstanding subsection (a) of this sec-
tion, any person who violates section 331(t) of 
this title by— 

(A) knowingly importing a drug in violation 
of section 381(d)(1) of this title, 

(B) knowingly selling, purchasing, or trading 
a drug or drug sample or knowingly offering to 
sell, purchase, or trade a drug or drug sample, 
in violation of section 353(c)(1) of this title, 

(C) knowingly selling, purchasing, or trading 
a coupon, knowingly offering to sell, purchase, 
or trade such a coupon, or knowingly counter-
feiting such a coupon, in violation of section 
353(c)(2) of this title, or 

(D) knowingly distributing drugs in viola-
tion of section 353(e)(2)(A) of this title, 

shall be imprisoned for not more than 10 years 
or fined not more than $250,000, or both. 

(2) Any manufacturer or distributor who dis-
tributes drug samples by means other than the 
mail or common carrier whose representative, 
during the course of the representative’s em-
ployment or association with that manufacturer 
or distributor, violated section 331(t) of this 
title because of a violation of section 353(c)(1) of 
this title or violated any State law prohibiting 
the sale, purchase, or trade of a drug sample 
subject to section 353(b) of this title or the offer 
to sell, purchase, or trade such a drug sample 
shall, upon conviction of the representative for 
such violation, be subject to the following civil 
penalties: 

(A) A civil penalty of not more than $50,000 
for each of the first two such violations result-
ing in a conviction of any representative of 
the manufacturer or distributor in any 10-year 
period. 

(B) A civil penalty of not more than 
$1,000,000 for each violation resulting in a con-
viction of any representative after the second 
conviction in any 10-year period. 

For the purposes of this paragraph, multiple 
convictions of one or more persons arising out of 
the same event or transaction, or a related se-
ries of events or transactions, shall be consid-
ered as one violation. 

(3) Any manufacturer or distributor who vio-
lates section 331(t) of this title because of a fail-
ure to make a report required by section 
353(d)(3)(E) of this title shall be subject to a civil 
penalty of not more than $100,000. 

(4)(A) If a manufacturer or distributor or any 
representative of such manufacturer or distribu-
tor provides information leading to the institu-
tion of a criminal proceeding against, and con-
viction of, any representative of that manufac-
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turer or distributor for a violation of section 
331(t) of this title because of a sale, purchase, or 
trade or offer to purchase, sell, or trade a drug 
sample in violation of section 353(c)(1) of this 
title or for a violation of State law prohibiting 
the sale, purchase, or trade or offer to sell, pur-
chase, or trade a drug sample, the conviction of 
such representative shall not be considered as a 
violation for purposes of paragraph (2). 

(B) If, in an action brought under paragraph 
(2) against a manufacturer or distributor relat-
ing to the conviction of a representative of such 
manufacturer or distributor for the sale, pur-
chase, or trade of a drug or the offer to sell, pur-
chase, or trade a drug, it is shown, by clear and 
convincing evidence— 

(i) that the manufacturer or distributor con-
ducted, before the institution of a criminal 
proceeding against such representative for the 
violation which resulted in such conviction, 
an investigation of events or transactions 
which would have led to the reporting of infor-
mation leading to the institution of a criminal 
proceeding against, and conviction of, such 
representative for such purchase, sale, or 
trade or offer to purchase, sell, or trade, or 

(ii) that, except in the case of the conviction 
of a representative employed in a supervisory 
function, despite diligent implementation by 
the manufacturer or distributor of an inde-
pendent audit and security system designed to 
detect such a violation, the manufacturer or 
distributor could not reasonably have been ex-
pected to have detected such violation, 

the conviction of such representative shall not 
be considered as a conviction for purposes of 
paragraph (2). 

(5) If a person provides information leading to 
the institution of a criminal proceeding against, 
and conviction of, a person for a violation of sec-
tion 331(t) of this title because of the sale, pur-
chase, or trade of a drug sample or the offer to 
sell, purchase, or trade a drug sample in viola-
tion of section 353(c)(1) of this title, such person 
shall be entitled to one-half of the criminal fine 
imposed and collected for such violation but not 
more than $125,000. 

(c) Exceptions in certain cases of good faith, etc. 

No person shall be subject to the penalties of 
subsection (a)(1) of this section, (1) for having 
received in interstate commerce any article and 
delivered it or proffered delivery of it, if such 
delivery or proffer was made in good faith, un-
less he refuses to furnish on request of an officer 
or employee duly designated by the Secretary 
the name and address of the person from whom 
he purchased or received such article and copies 
of all documents, if any there be, pertaining to 
the delivery of the article to him; or (2) for hav-
ing violated section 331(a) or (d) of this title, if 
he establishes a guaranty or undertaking signed 
by, and containing the name and address of, the 
person residing in the United States from whom 
he received in good faith the article, to the ef-
fect, in case of an alleged violation of section 
331(a) of this title, that such article is not adul-
terated or misbranded, within the meaning of 
this chapter designating this chapter or to the 
effect, in case of an alleged violation of section 
331(d) of this title, that such article is not an ar-

ticle which may not, under the provisions of sec-
tion 344 or 355 of this title, be introduced into 
interstate commerce; or (3) for having violated 
section 331(a) of this title, where the violation 
exists because the article is adulterated by rea-
son of containing a color additive not from a 
batch certified in accordance with regulations 
promulgated by the Secretary under this chap-
ter, if such person establishes a guaranty or 
undertaking signed by, and containing the name 
and address of, the manufacturer of the color ad-
ditive, to the effect that such color additive was 
from a batch certified in accordance with the 
applicable regulations promulgated by the Sec-
retary under this chapter; or (4) for having vio-
lated section 331(b), (c) or (k) of this title by 
failure to comply with section 352(f) of this title 
in respect to an article received in interstate 
commerce to which neither section 353(a) nor 
353(b)(1) of this title is applicable, if the delivery 
or proffered delivery was made in good faith and 
the labeling at the time thereof contained the 
same directions for use and warning statements 
as were contained in the labeling at the time of 
such receipt of such article; or (5) for having vio-
lated section 331(i)(2) of this title if such person 
acted in good faith and had no reason to believe 
that use of the punch, die, plate, stone, or other 
thing involved would result in a drug being a 
counterfeit drug, or for having violated section 
331(i)(3) of this title if the person doing the act 
or causing it to be done acted in good faith and 
had no reason to believe that the drug was a 
counterfeit drug. 

(d) Exceptions involving misbranded food 

No person shall be subject to the penalties of 
subsection (a)(1) of this section for a violation of 
section 331 of this title involving misbranded 
food if the violation exists solely because the 
food is misbranded under section 343(a)(2) of this 
title because of its advertising. 

(e) Prohibited distribution of human growth hor-
mone 

(1) Except as provided in paragraph (2), who-
ever knowingly distributes, or possesses with in-
tent to distribute, human growth hormone for 
any use in humans other than the treatment of 
a disease or other recognized medical condition, 
where such use has been authorized by the Sec-
retary of Health and Human Services under sec-
tion 355 of this title and pursuant to the order of 
a physician, is guilty of an offense punishable by 
not more than 5 years in prison, such fines as 
are authorized by title 18, or both. 

(2) Whoever commits any offense set forth in 
paragraph (1) and such offense involves an indi-
vidual under 18 years of age is punishable by not 
more than 10 years imprisonment, such fines as 
are authorized by title 18, or both. 

(3) Any conviction for a violation of para-
graphs (1) and (2) of this subsection shall be con-
sidered a felony violation of the Controlled Sub-
stances Act [21 U.S.C. 801 et seq.] for the pur-
poses of forfeiture under section 413 of such Act 
[21 U.S.C. 853]. 

(4) As used in this subsection the term 
‘‘human growth hormone’’ means somatrem, 
somatropin, or an analogue of either of them. 

(5) The Drug Enforcement Administration is 
authorized to investigate offenses punishable by 
this subsection. 
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(f) Violations related to devices 

(1)(A) Except as provided in subparagraph (B), 
any person who violates a requirement of this 
chapter which relates to devices shall be liable 
to the United States for a civil penalty in an 
amount not to exceed $15,000 for each such viola-
tion, and not to exceed $1,000,000 for all such vio-
lations adjudicated in a single proceeding. 

(B) Subparagraph (A) shall not apply— 
(i) to any person who violates the require-

ments of section 360i(a) or 360j(f) of this title 
unless such violation constitutes (I) a signifi-
cant or knowing departure from such require-
ments, or (II) a risk to public health, 

(ii) to any person who commits minor viola-
tions of section 360i(e) or 360i(f) of this title 
(only with respect to correction reports) if 
such person demonstrates substantial compli-
ance with such section, or 

(iii) to violations of section 351(a)(2)(A) of 
this title which involve one or more devices 
which are not defective. 

(2)(A) A civil penalty under paragraph (1) shall 
be assessed by the Secretary by an order made 
on the record after opportunity for a hearing 
provided in accordance with this subparagraph 
and section 554 of title 5. Before issuing such an 
order, the Secretary shall give written notice to 
the person to be assessed a civil penalty under 
such order of the Secretary’s proposal to issue 
such order and provide such person an oppor-
tunity for a hearing on the order. In the course 
of any investigation, the Secretary may issue 
subpoenas requiring the attendance and testi-
mony of witnesses and the production of evi-
dence that relates to the matter under inves-
tigation. 

(B) In determining the amount of a civil pen-
alty, the Secretary shall take into account the 
nature, circumstances, extent, and gravity of 
the violation or violations and, with respect to 
the violator, ability to pay, effect on ability to 
continue to do business, any history of prior 
such violations, the degree of culpability, and 
such other matters as justice may require. 

(C) The Secretary may compromise, modify, or 
remit, with or without conditions, any civil pen-
alty which may be assessed under paragraph (1). 
The amount of such penalty, when finally deter-
mined, or the amount agreed upon in com-
promise, may be deducted from any sums owing 
by the United States to the person charged. 

(3) Any person who requested, in accordance 
with paragraph (2)(A), a hearing respecting the 
assessment of a civil penalty and who is ag-
grieved by an order assessing a civil penalty 
may file a petition for judicial review of such 
order with the United States Court of Appeals 
for the District of Columbia Circuit or for any 
other circuit in which such person resides or 
transacts business. Such a petition may only be 
filed within the 60-day period beginning on the 
date the order making such assessment was is-
sued. 

(4) If any person fails to pay an assessment of 
a civil penalty— 

(A) after the order making the assessment 
becomes final, and if such person does not file 
a petition for judicial review of the order in 
accordance with paragraph (3), or 

(B) after a court in an action brought under 
paragraph (3) has entered a final judgment in 
favor of the Secretary, 

the Attorney General shall recover the amount 
assessed (plus interest at currently prevailing 
rates from the date of the expiration of the 60- 
day period referred to in paragraph (3) or the 
date of such final judgment, as the case may be) 
in an action brought in any appropriate district 
court of the United States. In such an action, 
the validity, amount, and appropriateness of 
such penalty shall not be subject to review. 

(June 25, 1938, ch. 675, § 303, 52 Stat. 1043; Oct. 26, 
1951, ch. 578, § 2, 65 Stat. 649; July 12, 1960, Pub. 
L. 86–618, title I, § 105(b), 74 Stat. 403; July 15, 
1965, Pub. L. 89–74, §§ 7, 9(d), 79 Stat. 233, 235; Oct. 
24, 1968, Pub. L. 90–639, § 3, 82 Stat. 1361; Oct. 27, 
1970, Pub. L. 91–513, title II, § 701(b), 84 Stat. 1281; 
Apr. 22, 1976, Pub. L. 94–278, title V, § 502(a)(2)(B), 
90 Stat. 411; Apr. 22, 1988, Pub. L. 100–293, § 7(b), 
102 Stat. 99; Nov. 18, 1988, Pub. L. 100–690, title II, 
§ 2403, 102 Stat. 4230; Nov. 28, 1990, Pub. L. 101–629, 
§ 17(a), 104 Stat. 4526; Nov. 29, 1990, Pub. L. 
101–647, title XIX, § 1904, 104 Stat. 4853; Aug. 26, 
1992, Pub. L. 102–353, § 3, 106 Stat. 941; Aug. 13, 
1993, Pub. L. 103–80, § 3(e), 107 Stat. 775; Sept. 13, 
1994, Pub. L. 103–322, title XXXIII, § 330015, 108 
Stat. 2146.) 

REFERENCES IN TEXT 

The Controlled Substances Act, referred to in subsec. 
(e)(3), is title II of Pub. L. 91–513, Oct. 27, 1970, 84 Stat. 
1242, as amended, which is classified principally to sub-
chapter I (§ 801 et seq.) of chapter 13 of this title. For 
complete classification of this Act to the Code, see 
Short Title note set out under section 801 of this title 
and Tables. 

AMENDMENTS 

1994—Subsec. (e). Pub. L. 103–322 amended directory 
language of Pub. L. 101–647. See 1990 Amendment note 
below. 

1993—Subsecs. (e) to (g). Pub. L. 103–80, which di-
rected the amendment of this section by redesignating 
the second subsec. (e) and subsec. (f) as subsecs. (f) and 
(g), respectively, could not be executed because this 
section did not contain a second subsec. (e) subsequent 
to amendment of Pub. L. 101–647 by Pub. L. 103–322. See 
1990 and 1994 amendment notes for subsec. (e) under 
this section. 

1992—Subsec. (b)(1). Pub. L. 102–353, § 3(a), amended 
par. (1) generally. Prior to amendment, par. (1) read as 
follows: ‘‘Notwithstanding subsection (a) of this sec-
tion, any person who violates section 331(t) of this title 

because of an importation of a drug in violation of sec-

tion 381(d)(1) of this title, because of a sale, purchase, 

or trade of a drug or drug sample or the offer to sell, 

purchase, or trade a drug or drug sample in violation of 

section 353(c) of this title, because of the sale, pur-

chase, or trade of a coupon, the offer to sell, purchase, 

or trade such a coupon, or the counterfeiting of such a 

coupon in violation of section 353(c)(2) of this title, or 

the distribution of drugs in violation of section 

353(e)(2)(A) of this title shall be imprisoned for not 

more than 10 years or fined not more than $250,000, or 

both.’’ 
Subsec. (b)(4)(A). Pub. L. 102–353, § 3(b)(1), substituted 

‘‘the institution of a criminal proceeding against, and 

conviction of,’’ for ‘‘the arrest and conviction of’’. 
Subsec. (b)(4)(B)(i). Pub. L. 102–353, § 3(b)(1), (2), sub-

stituted ‘‘before the institution of a criminal proceed-

ing against’’ for ‘‘before the arrest of’’ and ‘‘the institu-

tion of a criminal proceeding against, and conviction 

of,’’ for ‘‘the arrest and conviction of’’. 
Subsec. (b)(5). Pub. L. 102–353, § 3(b)(3), substituted 

‘‘the institution of a criminal proceeding against, and 

conviction of,’’ for ‘‘the arrest and conviction of’’. 
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Subsec. (c). Pub. L. 102–353, § 3(b)(4), substituted ‘‘sub-

section (a)(1) of this section’’ for ‘‘subsection (a) of this 

section’’. 
Subsec. (d). Pub. L. 102–353, § 3(b)(4), (5), substituted 

‘‘subsection (a)(1) of this section’’ for ‘‘subsection (a) of 

this section’’ and struck out ‘‘, and no person shall be 

subject to the penalties of subsection (b) of this section 

for such a violation unless the violation is committed 

with the intent to defraud or mislead’’ after ‘‘advertis-

ing’’. 
1990—Subsec. (e). Pub. L. 101–647, as amended by Pub. 

L. 103–322, amended subsec. (e) generally. Prior to 

amendment, subsec. (e) read as follows: 
‘‘(e)(1) Except as provided in paragraph (2), any per-

son who distributes or possesses with the intent to dis-

tribute any anabolic steroid for any use in humans 

other than the treatment of disease pursuant to the 

order of a physician shall be imprisoned for not more 

than three years or fined under title 18, or both. 
‘‘(2) Any person who distributes or possesses with the 

intent to distribute to an individual under 18 years of 

age, any anabolic steroid for any use in humans other 

than the treatment of disease pursuant to the order of 

a physician shall be imprisoned for not more than six 

years or fined under title 18, or both.’’ 
Subsec. (f). Pub. L. 101–629 added subsec. (f). 
1988—Subsecs. (a), (b). Pub. L. 100–293 designated ex-

isting subsecs. (a) and (b) as pars. (1) and (2) of subsec. 

(a), substituted ‘‘paragraph (1)’’ for ‘‘subsection (a)’’ in 

par. (2), and added subsec. (b). 
Subsec. (e). Pub. L. 100–690 added subsec. (e). 
1976—Subsec. (d). Pub. L. 94–278 added subsec. (d). 
1970—Subsec. (a). Pub. L. 91–513 struck out reference 

to subsec. (b) and transferred to subsec. (b) provisions 

covering second offenses and offenses committed with 

intent to defraud or mislead. 
Subsec. (b). Pub. L. 91–513 inserted provisions cover-

ing second offenses and offenses committed with intent 

to defraud or mislead formerly set out in subsec. (a) 

and struck out provisions covering violations involving 

depressant and stimulant drugs. See section 801 et seq. 

of this title. 
1968—Subsecs. (a), (b). Pub. L. 90–639 made a general 

revision in the penalties prescribed for offenses involv-

ing depressant or stimulant drugs, set a fine of not to 

exceed $10,000 or imprisonment of not more than 5 

years for offenses involving the unlawful manufactur-

ing of, sale, or disposal of, or possession with intent to 

sell, a depressant or stimulant drug or involving coun-

terfeit depressant or stimulant drugs, stiffened the pen-

alties for unlawful sales or other disposals by persons 

over 18 to persons under 21, and set new penalties for 

possession of a depressant or stimulant drug for pur-

poses other than sale or other disposal. 
1965—Subsec. (a). Pub. L. 89–74, § 7(a), inserted proviso 

limiting the penalties for depressant or stimulant drug 

violations to two years imprisonment or $5,000 fine or 

both for first offense and to two years imprisonment or 

$15,000 fine or both for subsequent offenses. 
Subsec. (b). Pub. L. 89–74, § 7(b), inserted parenthet-

ical exception provision. 
Subsec. (c)(5). Pub. L. 89–74, § 9(d), added cl. (5). 
1960—Subsec. (c)(3). Pub. L. 86–618 substituted ‘‘a 

color additive’’ for ‘‘a coal-tar color’’, ‘‘the color addi-

tive’’ for ‘‘the coal-tar color’’ and ‘‘such color additive 

was’’ for ‘‘such color was’’. 
1951—Subsec. (c)(4). Act Oct. 26, 1951, added cl. (4). 

EFFECTIVE DATE OF 1994 AMENDMENT 

Section 330015 of Pub. L. 103–322 provided that the 

amendment made by that section is effective as of the 

date on which section 1904 of Pub. L. 101–647, which 

amended this section, took effect. 

EFFECTIVE DATE OF 1990 AMENDMENT 

Section 17(b) of Pub. L. 101–629 provided that: 
‘‘(b) EFFECTIVE DATE OF APPLICATION TO DEVICE USER 

FACILITIES.— 
‘‘(1) The Secretary of Health and Human Services 

shall conduct a study to determine whether there has 

been substantial compliance with the requirements of 

section 519(b) of the Federal Food, Drug, and Cos-

metic Act [21 U.S.C. 360i(b)] by device user facilities 

(as defined in section 519(b)(5)(A) of such Act). The 

Secretary shall report the results of the study to the 

Congress after the expiration of 45 months after the 

date of the enactment of this Act [Nov. 28, 1990]. 

‘‘(2)(A) If upon the expiration of 48 months after the 

date of the enactment of this Act [Nov. 28, 1990] the 

Secretary has not made the report required by para-

graph (1), section 303(f) of the Federal Food, Drug, 

and Cosmetic Act [21 U.S.C. 333(f)], as added by the 

amendment made by subsection (a), shall take effect 

with respect to device user facilities (as defined in 

section 519(b)(5)(A) of such Act). [Secretary of Health 

and Human Services had not made the report re-

quired by par. (1) on the expiration of 48 months after 

Nov. 28, 1990.] 

‘‘(B) If in the report under paragraph (1) the Sec-

retary reports that there has been substantial com-

pliance with the requirements of such section 519(b) 

by a type of device user facility and if the Secretary 

does not make a determination under subparagraph 

(C) with respect to such type of facility, such section 

303(f) shall not take effect with respect to such type 

of facility. 

‘‘(C) If the Secretary determines in the report under 

paragraph (1) that there is not substantial compli-

ance with the requirements of such section 519(b) by 

a type of device user facility or if the Secretary 

makes such a determination after making the report 

under paragraph (1), such section 303(f) shall take ef-

fect with respect to such type of facility upon the ef-

fective date of the report.’’ 

EFFECTIVE DATE OF 1988 AMENDMENT 

Amendment by Pub. L. 100–293 effective upon expira-

tion of 90 days after Apr. 22, 1988, see section 8(a) of 

Pub. L. 100–293, set out as a note under section 353 of 

this title. 

EFFECTIVE DATE OF 1976 AMENDMENT 

Amendment by Pub. L. 94–278 effective 180 days after 

Apr. 22, 1976, see section 502(c) of Pub. L. 94–278, set out 

as a note under section 334 of this title. 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–513 effective on first day of 

seventh calendar month that begins after Oct. 26, 1970, 

see section 704 of Pub. L. 91–513, set out as an Effective 

Date note under section 801 of this title. 

EFFECTIVE DATE OF 1968 AMENDMENT 

Amendment by Pub. L. 90–639 applicable only with re-

spect to violations of this chapter committed after Oct. 

24, 1968, see section 6 of Pub. L. 90–639, set out as an Ef-

fective Date of 1968 Amendments; Transitional Provi-

sions note under section 321 of this title. 

EFFECTIVE DATE OF 1965 AMENDMENT 

Amendment by Pub. L. 89–74 effective Feb. 1, 1966, see 

section 11 of Pub. L. 89–74, set out as a note under sec-

tion 321 of this title. 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to the provisions of section 203 of Pub. L. 86–618, 

see section 202 of Pub. L. 86–618, set out as a note under 

section 379e of this title. 

EFFECTIVE DATE OF 1951 AMENDMENT 

Section 3 of act Oct. 26, 1951, provided that: ‘‘The pro-

visions of this Act [amending this section and section 

353 of this title] shall take effect six months after the 

date of its enactment [Oct. 26, 1951].’’ 

SAVINGS PROVISION 

Amendment by Pub. L. 91–513 not to affect or abate 

any prosecutions for violation of law or any civil sei-
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zures or forfeitures and injunctive proceedings com-

menced prior to the effective date of such amendment, 

and all administrative proceedings pending before the 

Bureau of Narcotics and Dangerous Drugs [now the 

Drug Enforcement Administration] on Oct. 27, 1970, to 

be continued and brought to final determination in ac-

cord with laws and regulations in effect prior to Oct. 27, 

1970, see section 702 of Pub. L. 91–513, set out as a note 

under section 321 of this title. 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

ENFORCEMENT 

Pub. L. 99–660, title I, § 103, Nov. 14, 1986, 100 Stat. 

3751, provided that: ‘‘For the fines authorized to be im-

posed under section 303 of the Federal Food, Drug, and 

Cosmetic Act [21 U.S.C. 333], see section 3623 of title 18, 

United States Code, for the period ending October 31, 

1986 [probably should be October 31, 1987], and sections 

3559 and 3571 of such title for the period beginning No-

vember 1, 1986 [probably should be November 1, 1987].’’ 

CROSS REFERENCES 

Furnishing of guaranties, applicability to raw agri-

cultural commodities, see section 346a of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 346a, 360j, 

859 of this title; title 15 section 1456. 

§ 333a. Repealed. Pub. L. 101–647, title XIX, § 1905, 
Nov. 29, 1990, 104 Stat. 4853 

Section, Pub. L. 100–690, title II, § 2401, Nov. 18, 1988, 

102 Stat. 4230, related to forfeiture and illegal traffick-

ing in steroids or human growth hormones. 

§ 334. Seizure 

(a) Grounds and jurisdiction 

(1) Any article of food, drug, or cosmetic that 
is adulterated or misbranded when introduced 
into or while in interstate commerce or while 
held for sale (whether or not the first sale) after 
shipment in interstate commerce, or which may 
not, under the provisions of section 344 or 355 of 
this title, be introduced into interstate com-
merce, shall be liable to be proceeded against 
while in interstate commerce, or at any time 
thereafter, on libel of information and con-
demned in any district court of the United 
States or United States court of a Territory 
within the jurisdiction of which the article is 
found. No libel for condemnation shall be insti-
tuted under this chapter, for any alleged mis-
branding if there is pending in any court a libel 
for condemnation proceeding under this chapter 
based upon the same alleged misbranding, and 
not more than one such proceeding shall be in-
stituted if no such proceeding is so pending, ex-
cept that such limitations shall not apply (A) 
when such misbranding has been the basis of a 
prior judgment in favor of the United States, in 
a criminal, injunction, or libel for condemnation 
proceeding under this chapter, or (B) when the 
Secretary has probable cause to believe from 
facts found, without hearing, by him or any offi-
cer or employee of the Department that the mis-
branded article is dangerous to health, or that 

the labeling of the misbranded article is fraudu-
lent, or would be in a material respect mislead-
ing to the injury or damage of the purchaser or 
consumer. In any case where the number of libel 
for condemnation proceedings is limited as 
above provided the proceeding pending or insti-
tuted shall, on application of the claimant, sea-
sonably made, be removed for trial to any dis-
trict agreed upon by stipulation between the 
parties, or, in case of failure to so stipulate 
within a reasonable time, the claimant may 
apply to the court of the district in which the 
seizure has been made, and such court (after giv-
ing the United States attorney for such district 
reasonable notice and opportunity to be heard) 
shall by order, unless good cause to the contrary 
is shown, specify a district of reasonable prox-
imity to the claimant’s principal place of busi-
ness, to which the case shall be removed for 
trial. 

(2) The following shall be liable to be pro-
ceeded against at any time on libel of informa-
tion and condemned in any district court of the 
United States or United States court of a Terri-
tory within the jurisdiction of which they are 
found: (A) Any drug that is a counterfeit drug, 
(B) Any container of a counterfeit drug, (C) Any 
punch, die, plate, stone, labeling, container, or 
other thing used or designed for use in making 
a counterfeit drug or drugs, and (D) Any adulter-
ated or misbranded device. 

(3)(A) Except as provided in subparagraph (B), 
no libel for condemnation may be instituted 
under paragraph (1) or (2) against any food 
which— 

(i) is misbranded under section 343(a)(2) of 
this title because of its advertising, and 

(ii) is being held for sale to the ultimate con-
sumer in an establishment other than an es-
tablishment owned or operated by a manufac-
turer, packer, or distributor of the food. 

(B) A libel for condemnation may be instituted 
under paragraph (1) or (2) against a food de-
scribed in subparagraph (A) if— 

(i)(I) the food’s advertising which resulted in 
the food being misbranded under section 
343(a)(2) of this title was disseminated in the 
establishment in which the food is being held 
for sale to the ultimate consumer, 

(II) such advertising was disseminated by, or 
under the direction of, the owner or operator 
of such establishment, or 

(III) all or part of the cost of such advertis-
ing was paid by such owner or operator; and 

(ii) the owner or operator of such establish-
ment used such advertising in the establish-
ment to promote the sale of the food. 

(b) Procedure; multiplicity of pending proceed-
ings 

The article, equipment, or other thing pro-
ceeded against shall be liable to seizure by proc-
ess pursuant to the libel, and the procedure in 
cases under this section shall conform, as nearly 
as may be, to the procedure in admiralty; except 
that on demand of either party any issue of fact 
joined in any such case shall be tried by jury. 
When libel for condemnation proceedings under 
this section, involving the same claimant and 
the same issues of adulteration or misbranding, 
are pending in two or more jurisdictions, such 
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pending proceedings, upon application of the 
claimant seasonably made to the court of one 
such jurisdiction, shall be consolidated for trial 
by order of such court, and tried in (1) any dis-
trict selected by the claimant where one of such 
proceedings is pending; or (2) a district agreed 
upon by stipulation between the parties. If no 
order for consolidation is so made within a rea-
sonable time, the claimant may apply to the 
court of one such jurisdiction and such court 
(after giving the United States attorney for such 
district reasonable notice and opportunity to be 
heard) shall by order, unless good cause to the 
contrary is shown, specify a district of reason-
able proximity to the claimant’s principal place 
of business, in which all such pending proceed-
ings shall be consolidated for trial and tried. 
Such order of consolidation shall not apply so as 
to require the removal of any case the date for 
trial of which has been fixed. The court granting 
such order shall give prompt notification there-
of to the other courts having jurisdiction of the 
cases covered thereby. 

(c) Availability of samples of seized goods prior 
to trial 

The court at any time after seizure up to a 
reasonable time before trial shall by order allow 
any party to a condemnation proceeding, his at-
torney or agent, to obtain a representative sam-
ple of the article seized and a true copy of the 
analysis, if any, on which the proceeding is 
based and the identifying marks or numbers, if 
any, of the packages from which the samples 
analyzed were obtained. 

(d) Disposition of goods after decree of con-
demnation; claims for remission or mitiga-
tion of forfeitures 

(1) Any food, drug, device, or cosmetic con-
demned under this section shall, after entry of 
the decree, be disposed of by destruction or sale 
as the court may, in accordance with the provi-
sions of this section, direct and the proceeds 
thereof, if sold, less the legal costs and charges, 
shall be paid into the Treasury of the United 
States; but such article shall not be sold under 
such decree contrary to the provisions of this 
chapter or the laws of the jurisdiction in which 
sold. After entry of the decree and upon the pay-
ment of the costs of such proceedings and the 
execution of a good and sufficient bond condi-
tioned that such article shall not be sold or dis-
posed of contrary to the provisions of this chap-
ter or the laws of any State or Territory in 
which sold, the court may by order direct that 
such article be delivered to the owner thereof to 
be destroyed or brought into compliance with 
the provisions of this chapter, under the super-
vision of an officer or employee duly designated 
by the Secretary, and the expenses of such su-
pervision shall be paid by the person obtaining 
release of the article under bond. If the article 
was imported into the United States and the 
person seeking its release establishes (A) that 
the adulteration, misbranding, or violation did 
not occur after the article was imported, and (B) 
that he had no cause for believing that it was 
adulterated, misbranded, or in violation before 
it was released from customs custody, the court 
may permit the article to be delivered to the 
owner for exportation in lieu of destruction 

upon a showing by the owner that all of the con-
ditions of section 381(e) of this title can and will 
be met. The provisions of this sentence shall not 
apply where condemnation is based upon viola-
tion of section 342(a)(1), (2), or (6), section 
351(a)(3), section 352(j), or section 361(a) or (d) of 
this title. Where such exportation is made to the 
original foreign supplier, then paragraphs (1) 
and (2) of section 381(e) of this title and the pre-
ceding sentence shall not be applicable; and in 
all cases of exportation the bond shall be condi-
tioned that the article shall not be sold or dis-
posed of until the applicable conditions of sec-
tion 381(e) of this title have been met. Any arti-
cle condemned by reason of its being an article 
which may not, under section 344 or 355 of this 
title, be introduced into interstate commerce, 
shall be disposed of by destruction. 

(2) The provisions of paragraph (1) of this sub-
section shall, to the extent deemed appropriate 
by the court, apply to any equipment or other 
thing which is not otherwise within the scope of 
such paragraph and which is referred to in para-
graph (2) of subsection (a) of this section. 

(3) Whenever in any proceeding under this sec-
tion, involving paragraph (2) of subsection (a) of 
this section, the condemnation of any equip-
ment or thing (other than a drug) is decreed, the 
court shall allow the claim of any claimant, to 
the extent of such claimant’s interest, for remis-
sion or mitigation of such forfeiture if such 
claimant proves to the satisfaction of the court 
(i) that he has not committed or caused to be 
committed any prohibited act referred to in 
such paragraph (2) and has no interest in any 
drug referred to therein, (ii) that he has an in-
terest in such equipment or other thing as 
owner or lienor or otherwise, acquired by him in 
good faith, and (iii) that he at no time had any 
knowledge or reason to believe that such equip-
ment or other thing was being or would be used 
in, or to facilitate, the violation of laws of the 
United States relating to counterfeit drugs. 

(e) Costs 

When a decree of condemnation is entered 
against the article, court costs and fees, and 
storage and other proper expenses, shall be 
awarded against the person, if any, intervening 
as claimant of the article. 

(f) Removal of case for trial 

In the case of removal for trial of any case as 
provided by subsection (a) or (b) of this section— 

(1) The clerk of the court from which re-
moval is made shall promptly transmit to the 
court in which the case is to be tried all 
records in the case necessary in order that 
such court may exercise jurisdiction. 

(2) The court to which such case was re-
moved shall have the powers and be subject to 
the duties, for purposes of such case, which the 
court from which removal was made would 
have had, or to which such court would have 
been subject, if such case had not been re-
moved. 

(g) Administrative restraint; detention orders 

(1) If during an inspection conducted under 
section 374 of this title of a facility or a vehicle, 
a device which the officer or employee making 
the inspection has reason to believe is adulter-
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ated or misbranded is found in such facility or 
vehicle, such officer or employee may order the 
device detained (in accordance with regulations 
prescribed by the Secretary) for a reasonable pe-
riod which may not exceed twenty days unless 
the Secretary determines that a period of deten-
tion greater than twenty days is required to in-
stitute an action under subsection (a) of this 
section or section 332 of this title, in which case 
he may authorize a detention period of not to 
exceed thirty days. Regulations of the Secretary 
prescribed under this paragraph shall require 
that before a device may be ordered detained 
under this paragraph the Secretary or an officer 
or employee designated by the Secretary ap-
prove such order. A detention order under this 
paragraph may require the labeling or marking 
of a device during the period of its detention for 
the purpose of identifying the device as de-
tained. Any person who would be entitled to 
claim a device if it were seized under subsection 
(a) of this section may appeal to the Secretary 
a detention of such device under this paragraph. 
Within five days of the date an appeal of a de-
tention is filed with the Secretary, the Sec-
retary shall after affording opportunity for an 
informal hearing by order confirm the detention 
or revoke it. 

(2)(A) Except as authorized by subparagraph 
(B), a device subject to a detention order issued 
under paragraph (1) shall not be moved by any 
person from the place at which it is ordered de-
tained until— 

(i) released by the Secretary, or 
(ii) the expiration of the detention period ap-

plicable to such order, 

whichever occurs first. 
(B) A device subject to a detention order under 

paragraph (1) may be moved— 
(i) in accordance with regulations prescribed 

by the Secretary, and 
(ii) if not in final form for shipment, at the 

discretion of the manufacturer of the device 
for the purpose of completing the work re-
quired to put it in such form. 

(June 25, 1938, ch. 675, § 304, 52 Stat. 1044; June 24, 
1948, ch. 613, § 2, 62 Stat. 582; Aug. 7, 1953, ch. 350, 
§ 3, 67 Stat. 477; Aug. 31, 1957, Pub. L. 85–250, 71 
Stat. 567; July 15, 1965, Pub. L. 89–74, § 6, 79 Stat. 
232; Oct. 24, 1968, Pub. L. 90–639, § 4(b), 82 Stat. 
1362; Oct. 27, 1970, Pub. L. 91–513, title II, § 701(c), 
(d), 84 Stat. 1281, 1282; Apr. 22, 1976, Pub. L. 
94–278, title V, § 502(a)(2)(C), 90 Stat. 411; May 28, 
1976, Pub. L. 94–295, §§ 3(c), 7(a), 90 Stat. 576, 582; 
June 16, 1992, Pub. L. 102–300, § 6(c), 106 Stat. 240; 
Aug. 13, 1993, Pub. L. 103–80, § 3(f), 107 Stat. 775.) 

AMENDMENTS 

1993—Subsec. (a)(1). Pub. L. 103–80, § 3(f)(1), sub-

stituted ‘‘found. No libel’’ for ‘‘found: Provided, however, 

That no libel’’. 
Subsec. (d)(1). Pub. L. 103–80, § 3(f)(2), substituted 

‘‘sold. After entry’’ for ‘‘sold: Provided, That after 

entry’’, ‘‘met. The provisions of this sentence’’ for 

‘‘met: Provided, however, That the provisions of this 

sentence’’, ‘‘title. Where such exportation’’ for ‘‘title: 

And provided further, That where such exportation’’, 

and ‘‘the preceding sentence shall not be applicable’’ 

for ‘‘the foregoing proviso shall not be applicable’’. 
1992—Subsec. (d)(1). Pub. L. 102–300 substituted 

‘‘381(e)’’ for ‘‘381(d)’’ in three places and ‘‘paragraphs’’ 

for ‘‘clauses’’ before ‘‘(1) and (2) of section 381(e)’’. 

1976—Subsec. (a)(1). Pub. L. 94–295, § 3(c)(1), struck out 

‘‘device,’’ after ‘‘Any article of food, drug,’’. 

Subsec. (a)(2). Pub. L. 94–295, § 3(c)(2), (3), added cl. (D) 

covering adulterated or misbranded devices. 

Subsec. (a)(3). Pub. L. 94–278 added par. (3). 

Subsec. (g). Pub. L. 94–295, § 7(a), added subsec. (g). 

1970—Subsec. (a)(2). Pub. L. 91–513, § 701(c), struck out 

cls. (A) and (D) which dealt with depressant or stimu-

lant drugs, struck out reference to depressant or stimu-

lant drugs in cl. (C), and redesignated cls. (B), (C), and 

(E) as cls. (A), (B), and (C), respectively. 

Subsec. (d)(3)(iii). Pub. L. 91–513, § 701(d), struck out 

reference to depressant or stimulant drugs. 

1968—Subsec. (a). Pub. L. 90–639 inserted references to 

the United States courts of Territories. 

1965—Subsec. (a). Pub. L. 89–74, § 6(a), designated ex-

isting provisions as par. (1), redesignated cls. (1) and (2) 

of proviso as (A) and (B), and added par. (2). 

Subsec. (b). Pub. L. 89–74, § 6(b)(1), inserted ‘‘equip-

ment, or other thing proceeded against’’ after ‘‘article’’ 

in first sentence. 

Subsec. (d). Pub. L. 89–74, § 6(b)(2), designated existing 

provisions as par. (1), redesignated cls. (1) and (2) of the 

second sentence thereof as (A) and (B), and added pars. 

(2) and (3). 

1957—Subsec. (d). Pub. L. 85–250 permitted, under cer-

tain circumstances, reexportation of articles con-

demned at places other than original port of entry. 

1953—Subsec. (c). Act Aug. 7, 1953, provided that a 

true copy of the analysis in any case shall be furnished 

the owner. 

1948—Subsec. (a). Act June 24, 1948, inserted ‘‘or while 

held for sale (whether or not the first sale) after ship-

ment in interstate commerce’’ to make this subsection 

coextensive with section 331(k) of this title. 

EFFECTIVE DATE OF 1976 AMENDMENT 

Section 502(c) of Pub. L. 94–278 provided that: ‘‘The 

amendments made by subsection (a) [amending this 

section and sections 321, 333, and 343 of this title] shall 

take effect 180 days after the date of the enactment of 

this Act [Apr. 22, 1976].’’ 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–513 effective on first day of 

seventh calendar month that begins after Oct. 26, 1970, 

see section 704 of Pub. L. 91–513, set out as an Effective 

Date note under section 801 of this title. 

EFFECTIVE DATE OF 1968 AMENDMENT 

Amendment by Pub. L. 90–639 applicable only with re-

spect to violations of this chapter committed after Oct. 

24, 1968, see section 6 of Pub. L. 90–639, set out as an Ef-

fective Date of 1968 Amendments; Transitional Provi-

sions note under section 321 of this title. 

EFFECTIVE DATE OF 1965 AMENDMENT 

Amendment by Pub. L. 89–74 effective Feb. 1, 1966, see 

section 11 of Pub. L. 89–74, set out as a note under sec-

tion 321 of this title. 

SAVINGS PROVISION 

Amendment by Pub. L. 91–513 not to affect or abate 

any prosecutions for any violation of law or any civil 

seizures or forfeitures and injunctive proceedings com-

menced prior to the effective date of such amendment, 

and all administrative proceedings pending before the 

Bureau of Narcotics and Dangerous Drugs [now the 

Drug Enforcement Administration] on Oct. 27, 1970, to 

be continued and brought to final determination in ac-

cord with laws and regulations in effect prior to Oct. 27, 

1970, see section 702 of Pub. L. 91–513, set out as a note 

under section 321 of this title. 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 
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Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

FEDERAL RULES OF CIVIL PROCEDURE 

Admiralty and maritime rules of practice (which in-

cluded libel procedures) were superseded, and civil and 

admiralty procedures in United States district courts 

were unified, effective July 1, 1966, see rule 1 and Sup-

plemental Rules for Certain Admiralty and Maritime 

Claims, Title 28, Appendix, Judiciary and Judicial Pro-

cedure. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 360j, 372 of 

this title; title 42 section 1396r–8. 

§ 335. Hearing before report of criminal violation 

Before any violation of this chapter is re-
ported by the Secretary to any United States at-
torney for institution of a criminal proceeding, 
the person against whom such proceeding is con-
templated shall be given appropriate notice and 
an opportunity to present his views, either oral-
ly or in writing, with regard to such con-
templated proceeding. 

(June 25, 1938, ch. 675, § 305, 52 Stat. 1045.) 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

§ 335a. Debarment, temporary denial of approval, 
and suspension 

(a) Mandatory debarment 

(1) Corporations, partnerships, and associa-
tions 

If the Secretary finds that a person other 
than an individual has been convicted, after 
May 13, 1992, of a felony under Federal law for 
conduct relating to the development or ap-
proval, including the process for development 
or approval, of any abbreviated drug applica-
tion, the Secretary shall debar such person 
from submitting, or assisting in the submis-
sion of, any such application. 

(2) Individuals 

If the Secretary finds that an individual has 
been convicted of a felony under Federal law 
for conduct— 

(A) relating to the development or ap-
proval, including the process for develop-
ment or approval, of any drug product, or 

(B) otherwise relating to the regulation of 
any drug product under this chapter, 

the Secretary shall debar such individual from 
providing services in any capacity to a person 
that has an approved or pending drug product 
application. 

(b) Permissive debarment 

(1) In general 

The Secretary, on the Secretary’s own ini-
tiative or in response to a petition, may, in ac-
cordance with paragraph (2), debar— 

(A) a person other than an individual from 
submitting or assisting in the submission of 
any abbreviated drug application, or 

(B) an individual from providing services 
in any capacity to a person that has an ap-
proved or pending drug product application. 

(2) Persons subject to permissive debarment 

The following persons are subject to debar-
ment under paragraph (1): 

(A) Corporations, partnerships, and associa-
tions 

Any person other than an individual that 
the Secretary finds has been convicted— 

(i) for conduct that— 
(I) relates to the development or ap-

proval, including the process for the de-
velopment or approval, of any abbre-
viated drug application; and 

(II) is a felony under Federal law (if 
the person was convicted before May 13, 
1992), a misdemeanor under Federal law, 
or a felony under State law, or 

(ii) of a conspiracy to commit, or aiding 
or abetting, a criminal offense described in 
clause (i) or a felony described in sub-
section (a)(1) of this section, 

if the Secretary finds that the type of con-
duct which served as the basis for such con-
viction undermines the process for the regu-
lation of drugs. 

(B) Individuals 

(i) Any individual whom the Secretary 
finds has been convicted of— 

(I) a misdemeanor under Federal law or 
a felony under State law for conduct relat-
ing to the development or approval, in-
cluding the process for development or ap-
proval, of any drug product or otherwise 
relating to the regulation of drug products 
under this chapter, or 

(II) a conspiracy to commit, or aiding or 
abetting, such criminal offense or a felony 
described in subsection (a)(2) of this sec-
tion, 

if the Secretary finds that the type of con-
duct which served as the basis for such con-
viction undermines the process for the regu-
lation of drugs. 

(ii) Any individual whom the Secretary 
finds has been convicted of— 

(I) a felony which is not described in sub-
section (a)(2) of this section or clause (i) of 
this subparagraph and which involves brib-
ery, payment of illegal gratuities, fraud, 
perjury, false statement, racketeering, 
blackmail, extortion, falsification or de-
struction of records, or interference with, 
obstruction of an investigation into, or 
prosecution of, any criminal offense, or 

(II) a conspiracy to commit, or aiding or 
abetting, such felony, 

if the Secretary finds, on the basis of the 
conviction of such individual and other in-
formation, that such individual has dem-
onstrated a pattern of conduct sufficient to 
find that there is reason to believe that such 
individual may violate requirements under 
this chapter relating to drug products. 

(iii) Any individual whom the Secretary 
finds materially participated in acts that 
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were the basis for a conviction for an offense 
described in subsection (a) of this section or 
in clause (i) or (ii) for which a conviction 
was obtained, if the Secretary finds, on the 
basis of such participation and other infor-
mation, that such individual has dem-
onstrated a pattern of conduct sufficient to 
find that there is reason to believe that such 
individual may violate requirements under 
this chapter relating to drug products. 

(iv) Any high managerial agent whom the 
Secretary finds— 

(I) worked for, or worked as a consultant 
for, the same person as another individual 
during the period in which such other indi-
vidual took actions for which a felony con-
viction was obtained and which resulted in 
the debarment under subsection (a)(2) of 
this section, or clause (i), of such other in-
dividual, 

(II) had actual knowledge of the actions 
described in subclause (I) of such other in-
dividual, or took action to avoid such ac-
tual knowledge, or failed to take action 
for the purpose of avoiding such actual 
knowledge, 

(III) knew that the actions described in 
subclause (I) were violative of law, and 

(IV) did not report such actions, or did 
not cause such actions to be reported, to 
an officer, employee, or agent of the De-
partment or to an appropriate law enforce-
ment officer, or failed to take other appro-
priate action that would have ensured that 
the process for the regulation of drugs was 
not undermined, within a reasonable time 
after such agent first knew of such ac-
tions, 

if the Secretary finds that the type of con-
duct which served as the basis for such other 
individual’s conviction undermines the proc-
ess for the regulation of drugs. 

(3) Stay of certain orders 

An order of the Secretary under clause (iii) 
or (iv) of paragraph (2)(B) shall not take effect 
until 30 days after the order has been issued. 

(c) Debarment period and considerations 

(1) Effect of debarment 

The Secretary— 
(A) shall not accept or review (other than 

in connection with an audit under this sec-
tion) any abbreviated drug application sub-
mitted by or with the assistance of a person 
debarred under subsection (a)(1) or (b)(2)(A) 
of this section during the period such person 
is debarred, 

(B) shall, during the period of a debarment 
under subsection (a)(2) or (b)(2)(B) of this 
section, debar an individual from providing 
services in any capacity to a person that has 
an approved or pending drug product appli-
cation and shall not accept or review (other 
than in connection with an audit under this 
section) an abbreviated drug application 
from such individual, and 

(C) shall, if the Secretary makes the find-
ing described in paragraph (6) or (7) of sec-
tion 335b(a) of this title, assess a civil pen-
alty in accordance with section 335b of this 
title. 

(2) Debarment periods 

(A) In general 

The Secretary shall debar a person under 
subsection (a) or (b) of this section for the 
following periods: 

(i) The period of debarment of a person 
(other than an individual) under sub-
section (a)(1) of this section shall not be 
less than 1 year or more than 10 years, but 
if an act leading to a subsequent debar-
ment under subsection (a) of this section 
occurs within 10 years after such person 
has been debarred under subsection (a)(1) 
of this section, the period of debarment 
shall be permanent. 

(ii) The debarment of an individual 
under subsection (a)(2) of this section shall 
be permanent. 

(iii) The period of debarment of any per-
son under subsection (b)(2) of this section 
shall not be more than 5 years. 

The Secretary may determine whether de-
barment periods shall run concurrently or 
consecutively in the case of a person de-
barred for multiple offenses. 

(B) Notification 

Upon a conviction for an offense described 
in subsection (a) or (b) of this section or 
upon execution of an agreement with the 
United States to plead guilty to such an of-
fense, the person involved may notify the 
Secretary that the person acquiesces to de-
barment and such person’s debarment shall 
commence upon such notification. 

(3) Considerations 

In determining the appropriateness and the 
period of a debarment of a person under sub-
section (b) of this section and any period of de-
barment beyond the minimum specified in 
subparagraph (A)(i) of paragraph (2), the Sec-
retary shall consider where applicable— 

(A) the nature and seriousness of any of-
fense involved, 

(B) the nature and extent of management 
participation in any offense involved, wheth-
er corporate policies and practices encour-
aged the offense, including whether inad-
equate institutional controls contributed to 
the offense, 

(C) the nature and extent of voluntary 
steps to mitigate the impact on the public of 
any offense involved, including the recall or 
the discontinuation of the distribution of 
suspect drugs, full cooperation with any in-
vestigations (including the extent of disclo-
sure to appropriate authorities of all wrong-
doing), the relinquishing of profits on drug 
approvals fraudulently obtained, and any 
other actions taken to substantially limit 
potential or actual adverse effects on the 
public health, 

(D) whether the extent to which changes in 
ownership, management, or operations have 
corrected the causes of any offense involved 
and provide reasonable assurances that the 
offense will not occur in the future, 

(E) whether the person to be debarred is 
able to present adequate evidence that cur-
rent production of drugs subject to abbre-
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viated drug applications and all pending ab-
breviated drug applications are free of fraud 
or material false statements, and 

(F) prior convictions under this chapter or 
under other Acts involving matters within 
the jurisdiction of the Food and Drug Ad-
ministration. 

(d) Termination of debarment 

(1) Application 

Any person that is debarred under sub-
section (a) of this section (other than a person 
permanently debarred) or any person that is 
debarred under subsection (b) of this section 
may apply to the Secretary for termination of 
the debarment under this subsection. Any in-
formation submitted to the Secretary under 
this paragraph does not constitute an amend-
ment or supplement to pending or approved 
abbreviated drug applications. 

(2) Deadline 

The Secretary shall grant or deny any appli-
cation respecting a debarment which is sub-
mitted under paragraph (1) within 180 days of 
the date the application is submitted. 

(3) Action by the Secretary 

(A) Corporations 

(i) Conviction reversal 

If the conviction which served as the 
basis for the debarment of a person under 
subsection (a)(1) or (b)(2)(A) of this section 
is reversed, the Secretary shall withdraw 
the order of debarment. 

(ii) Application 

Upon application submitted under para-
graph (1), the Secretary shall terminate 
the debarment of a person if the Secretary 
finds that— 

(I) changes in ownership, management, 
or operations have fully corrected the 
causes of the offense involved and pro-
vide reasonable assurances that the of-
fense will not occur in the future, and 

(II) sufficient audits, conducted by the 
Food and Drug Administration or by 
independent experts acceptable to the 
Food and Drug Administration, dem-
onstrate that pending applications and 
the development of drugs being tested 
before the submission of an application 
are free of fraud or material false state-
ments. 

In the case of persons debarred under sub-
section (a)(1) of this section, such termi-
nation shall take effect no earlier than the 
expiration of one year from the date of the 
debarment. 

(B) Individuals 

(i) Conviction reversal 

If the conviction which served as the 
basis for the debarment of an individual 
under subsection (a)(2) of this section or 
clause (i), (ii), (iii), or (iv) of subsection 
(b)(2)(B) of this section is reversed, the 
Secretary shall withdraw the order of de-
barment. 

(ii) Application 

Upon application submitted under para-
graph (1), the Secretary shall terminate 

the debarment of an individual who has 
been debarred under subsection (b)(2)(B) of 
this section if such termination serves the 
interests of justice and adequately pro-
tects the integrity of the drug approval 
process. 

(4) Special termination 

(A) Application 

Any person that is debarred under sub-
section (a)(1) of this section (other than a 
person permanently debarred under sub-
section (c)(2)(A)(i) of this section) or any in-
dividual who is debarred under subsection 
(a)(2) of this section may apply to the Sec-
retary for special termination of debarment 
under this subsection. Any information sub-
mitted to the Secretary under this subpara-
graph does not constitute an amendment or 
supplement to pending or approved abbre-
viated drug applications. 

(B) Corporations 

Upon an application submitted under sub-
paragraph (A), the Secretary may take the 
action described in subparagraph (D) if the 
Secretary, after an informal hearing, finds 
that— 

(i) the person making the application 
under subparagraph (A) has demonstrated 
that the felony conviction which was the 
basis for such person’s debarment involved 
the commission of an offense which was 
not authorized, requested, commanded, 
performed, or recklessly tolerated by the 
board of directors or by a high managerial 
agent acting on behalf of the person within 
the scope of the board’s or agent’s office or 
employment, 

(ii) all individuals who were involved in 
the commission of the offense or who knew 
or should have known of the offense have 
been removed from employment involving 
the development or approval of any drug 
subject to sections 355 or 357 of this title, 

(iii) the person fully cooperated with all 
investigations and promptly disclosed all 
wrongdoing to the appropriate authorities, 
and 

(iv) the person acted to mitigate any im-
pact on the public of any offense involved, 
including the recall, or the discontinu-
ation of the distribution, of any drug with 
respect to which the Secretary requested a 
recall or discontinuation of distribution 
due to concerns about the safety or effi-
cacy of the drug. 

(C) Individuals 

Upon an application submitted under sub-
paragraph (A), the Secretary may take the 
action described in subparagraph (D) if the 
Secretary, after an informal hearing, finds 
that such individual has provided substan-
tial assistance in the investigations or pros-
ecutions of offenses which are described in 
subsection (a) or (b) of this section or which 
relate to any matter under the jurisdiction 
of the Food and Drug Administration. 

(D) Secretarial action 

The action referred to in subparagraphs 
(B) and (C) is— 
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(i) in the case of a person other than an 
individual— 

(I) terminating the debarment imme-
diately, or 

(II) limiting the period of debarment to 
less than one year, and 

(ii) in the case of an individual, limiting 
the period of debarment to less than per-
manent but to no less than 1 year, 

whichever best serves the interest of justice 
and protects the integrity of the drug ap-
proval process. 

(e) Publication and list of debarred persons 

The Secretary shall publish in the Federal 
Register the name of any person debarred under 
subsection (a) or (b) of this section, the effective 
date of the debarment, and the period of the de-
barment. The Secretary shall also maintain and 
make available to the public a list, updated no 
less often than quarterly, of such persons, of the 
effective dates and minimum periods of such 
debarments, and of the termination of debar-
ments. 

(f) Temporary denial of approval 

(1) In general 

The Secretary, on the Secretary’s own ini-
tiative or in response to a petition, may, in ac-
cordance with paragraph (3), refuse by order, 
for the period prescribed by paragraph (2), to 
approve any abbreviated drug application sub-
mitted by any person— 

(A) if such person is under an active Fed-
eral criminal investigation in connection 
with an action described in subparagraph 
(B), 

(B) if the Secretary finds that such per-
son— 

(i) has bribed or attempted to bribe, has 
paid or attempted to pay an illegal gratu-
ity, or has induced or attempted to induce 
another person to bribe or pay an illegal 
gratuity to any officer, employee, or agent 
of the Department of Health and Human 
Services or to any other Federal, State, or 
local official in connection with any abbre-
viated drug application, or has conspired 
to commit, or aided or abetted, such ac-
tions, or 

(ii) has knowingly made or caused to be 
made a pattern or practice of false state-
ments or misrepresentations with respect 
to material facts relating to any abbre-
viated drug application, or the production 
of any drug subject to an abbreviated drug 
application, to any officer, employee, or 
agent of the Department of Health and 
Human Services, or has conspired to com-
mit, or aided or abetted, such actions, and 

(C) if a significant question has been raised 
regarding— 

(i) the integrity of the approval process 
with respect to such abbreviated drug ap-
plication, or 

(ii) the reliability of data in or concern-
ing such person’s abbreviated drug applica-
tion. 

Such an order may be modified or terminated 
at any time. 

(2) Applicable period 

(A) In general 

Except as provided in subparagraph (B), a 
denial of approval of an application of a per-
son under paragraph (1) shall be in effect for 
a period determined by the Secretary but 
not to exceed 18 months beginning on the 
date the Secretary finds that the conditions 
described in subparagraphs (A), (B), and (C) 
of paragraph (1) exist. The Secretary shall 
terminate such denial— 

(i) if the investigation with respect to 
which the finding was made does not result 
in a criminal charge against such person, 
if criminal charges have been brought and 
the charges have been dismissed, or if a 
judgment of acquittal has been entered, or 

(ii) if the Secretary determines that such 
finding was in error. 

(B) Extension 

If, at the end of the period described in 
subparagraph (A), the Secretary determines 
that a person has been criminally charged 
for an action described in subparagraph (B) 
of paragraph (1), the Secretary may extend 
the period of denial of approval of an appli-
cation for a period not to exceed 18 months. 
The Secretary shall terminate such exten-
sion if the charges have been dismissed, if a 
judgment of acquittal has been entered, or if 
the Secretary determines that the finding 
described in subparagraph (A) was in error. 

(3) Informal hearing 

Within 10 days of the date an order is issued 
under paragraph (1), the Secretary shall pro-
vide such person with an opportunity for an 
informal hearing, to be held within such 10 
days, on the decision of the Secretary to 
refuse approval of an abbreviated drug applica-
tion. Within 60 days of the date on which such 
hearing is held, the Secretary shall notify the 
person given such hearing whether the Sec-
retary’s refusal of approval will be continued, 
terminated, or otherwise modified. Such noti-
fication shall be final agency action. 

(g) Suspension authority 

(1) In general 

If— 
(A) the Secretary finds— 

(i) that a person has engaged in conduct 
described in subparagraph (B) of sub-
section (f)(1) of this section in connection 
with 2 or more drugs under abbreviated 
drug applications, or 

(ii) that a person has engaged in flagrant 
and repeated, material violations of good 
manufacturing practice or good laboratory 
practice in connection with the develop-
ment, manufacturing, or distribution of 
one or more drugs approved under an ab-
breviated drug application during a 2-year 
period, and— 

(I) such violations may undermine the 
safety and efficacy of such drugs, and 

(II) the causes of such violations have 
not been corrected within a reasonable 
period of time following notice of such 
violations by the Secretary, and 
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(B) such person is under an active inves-
tigation by a Federal authority in connec-
tion with a civil or criminal action involving 
conduct described in subparagraph (A), 

the Secretary shall issue an order suspending 
the distribution of all drugs the development 
or approval of which was related to such con-
duct described in subparagraph (A) or suspend-
ing the distribution of all drugs approved 
under abbreviated drug applications of such 
person if the Secretary finds that such con-
duct may have affected the development or ap-
proval of a significant number of drugs which 
the Secretary is unable to identify. The Sec-
retary shall exclude a drug from such order if 
the Secretary determines that such conduct 
was not likely to have influenced the safety or 
efficacy of such drug. 

(2) Public health waiver 

The Secretary shall, on the Secretary’s own 
initiative or in response to a petition, waive 
the suspension under paragraph (1) (involving 
an action described in paragraph (1)(A)(i)) with 
respect to any drug if the Secretary finds that 
such waiver is necessary to protect the public 
health because sufficient quantities of the 
drug would not otherwise be available. The 
Secretary shall act on any petition seeking ac-
tion under this paragraph within 180 days of 
the date the petition is submitted to the Sec-
retary. 

(h) Termination of suspension 

The Secretary shall withdraw an order of sus-
pension of the distribution of a drug under sub-
section (g) of this section if the person with re-
spect to whom the order was issued dem-
onstrates in a petition to the Secretary— 

(1)(A) on the basis of an audit by the Food 
and Drug Administration or by experts accept-
able to the Food and Drug Administration, or 
on the basis of other information, that the de-
velopment, approval, manufacturing, and dis-
tribution of such drug is in substantial com-
pliance with the applicable requirements of 
this chapter, and 

(B) changes in ownership, management, or 
operations— 

(i) fully remedy the patterns or practices 
with respect to which the order was issued, 
and 

(ii) provide reasonable assurances that 
such actions will not occur in the future, or 

(2) the initial determination was in error. 

The Secretary shall act on a submission of a pe-
tition under this subsection within 180 days of 
the date of its submission and the Secretary 
may consider the petition concurrently with the 
suspension proceeding. Any information submit-
ted to the Secretary under this subsection does 
not constitute an amendment or supplement to 
a pending or approved abbreviated drug applica-
tion. 

(i) Procedure 

The Secretary may not take any action under 
subsection (a), (b), (c), (d)(3), (g), or (h) of this 
section with respect to any person unless the 
Secretary has issued an order for such action 
made on the record after opportunity for an 

agency hearing on disputed issues of material 
fact. In the course of any investigation or hear-
ing under this subsection, the Secretary may ad-
minister oaths and affirmations, examine wit-
nesses, receive evidence, and issue subpoenas re-
quiring the attendance and testimony of wit-
nesses and the production of evidence that re-
lates to the matter under investigation. 

(j) Judicial review 

(1) In general 

Except as provided in paragraph (2), any per-
son that is the subject of an adverse decision 
under subsection (a), (b), (c), (d), (f), (g), or (h) 
of this section may obtain a review of such de-
cision by the United States Court of Appeals 
for the District of Columbia or for the circuit 
in which the person resides, by filing in such 
court (within 60 days following the date the 
person is notified of the Secretary’s decision) 
a petition requesting that the decision be 
modified or set aside. 

(2) Exception 

Any person that is the subject of an adverse 
decision under clause (iii) or (iv) of subsection 
(b)(2)(B) of this section may obtain a review of 
such decision by the United States District 
Court for the District of Columbia or a district 
court of the United States for the district in 
which the person resides, by filing in such 
court (within 30 days following the date the 
person is notified of the Secretary’s decision) 
a complaint requesting that the decision be 
modified or set aside. In such an action, the 
court shall determine the matter de novo. 

(k) Certification 

Any application for approval of a drug product 
shall include— 

(1) a certification that the applicant did not 
and will not use in any capacity the services 
of any person debarred under subsection (a) or 
(b) of this section, in connection with such ap-
plication, and 

(2) if such application is an abbreviated drug 
application, a list of all convictions, described 
in subsections (a) and (b) of this section which 
occurred within the previous 5 years, of the 
applicant and affiliated persons responsible for 
the development or submission of such appli-
cation. 

(l) Applicability 

(1) Conviction 

For purposes of this section, a person is con-
sidered to have been convicted of a criminal 
offense— 

(A) when a judgment of conviction has 
been entered against the person by a Federal 
or State court, regardless of whether there is 
an appeal pending, 

(B) when a plea of guilty or nolo con-
tendere by the person has been accepted by 
a Federal or State court, or 

(C) when the person has entered into par-
ticipation in a first offender, deferred adju-
dication, or other similar arrangement or 
program where judgment of conviction has 
been withheld. 

(2) Effective dates 

Subsection (a) of this section, subparagraph 
(A) of subsection (b)(2) of this section, and 
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clauses (i) and (ii) of subsection (b)(2)(B) of 
this section shall not apply to a conviction 
which occurred more than 5 years before the 
initiation of an agency action proposed to be 
taken under subsection (a) or (b) of this sec-
tion. Clauses (iii) and (iv) of subsection 
(b)(2)(B) of this section and subsections (f) and 
(g) of this section shall not apply to an act or 
action which occurred more than 5 years be-
fore the initiation of an agency action pro-
posed to be taken under subsection (b), (f), or 
(g) of this section. Clause (iv) of subsection 
(b)(2)(B) of this section shall not apply to an 
action which occurred before June 1, 1992. Sub-
section (k) of this section shall not apply to 
applications submitted to the Secretary before 
June 1, 1992. 

(June 25, 1938, ch. 675, § 306, as added May 13, 1992, 
Pub. L. 102–282, § 2, 106 Stat. 150.) 

PRIOR PROVISIONS 

A prior section 306 of act June 25, 1938, was renum-

bered section 309 and is classified to section 336 of this 

title. 

CONSTRUCTION 

Section 7 of Pub. L. 102–282 provided that: ‘‘No 

amendment made by this Act [enacting this section 

and sections 335b and 335c of this title and amending 

sections 321, 336, 337, and 355 of this title] shall preclude 

any other civil, criminal, or administrative remedy 

provided under Federal or State law, including any pri-

vate right of action against any person for the same ac-

tion subject to any action or civil penalty under an 

amendment made by this Act.’’ 

CONGRESSIONAL FINDINGS 

Section 1(c) of Pub. L. 102–282 provided that: ‘‘The 

Congress finds that— 

‘‘(1) there is substantial evidence that significant 

corruption occurred in the Food and Drug Adminis-

tration’s process of approving drugs under abbre-

viated drug applications, 

‘‘(2) there is a need to establish procedures designed 

to restore and to ensure the integrity of the abbre-

viated drug application approval process and to pro-

tect the public health, and 

‘‘(3) there is a need to establish procedures to bar 

individuals who have been convicted of crimes per-

taining to the regulation of drug products from work-

ing for companies that manufacture or distribute 

such products.’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 321, 335b of this 

title. 

§ 335b. Civil penalties 

(a) In general 

Any person that the Secretary finds— 
(1) knowingly made or caused to be made, to 

any officer, employee, or agent of the Depart-
ment of Health and Human Services, a false 
statement or misrepresentation of a material 
fact in connection with an abbreviated drug 
application, 

(2) bribed or attempted to bribe or paid or 
attempted to pay an illegal gratuity to any of-
ficer, employee, or agent of the Department of 
Health and Human Services in connection 
with an abbreviated drug application, 

(3) destroyed, altered, removed, or secreted, 
or procured the destruction, alteration, re-

moval, or secretion of, any material document 
or other material evidence which was the 
property of or in the possession of the Depart-
ment of Health and Human Services for the 
purpose of interfering with that Department’s 
discharge of its responsibilities in connection 
with an abbreviated drug application, 

(4) knowingly failed to disclose, to an officer 
or employee of the Department of Health and 
Human Services, a material fact which such 
person had an obligation to disclose relating 
to any drug subject to an abbreviated drug ap-
plication, 

(5) knowingly obstructed an investigation of 
the Department of Health and Human Services 
into any drug subject to an abbreviated drug 
application, 

(6) is a person that has an approved or pend-
ing drug product application and has know-
ingly— 

(A) employed or retained as a consultant 
or contractor, or 

(B) otherwise used in any capacity the 
services of, 

a person who was debarred under section 335a 
of this title, or 

(7) is an individual debarred under section 
335a of this title and, during the period of de-
barment, provided services in any capacity to 
a person that had an approved or pending drug 
product application, 

shall be liable to the United States for a civil 
penalty for each such violation in an amount 
not to exceed $250,000 in the case of an individ-
ual and $1,000,000 in the case of any other person. 

(b) Procedure 

(1) In general 

(A) Action by the Secretary 

A civil penalty under subsection (a) of this 
section shall be assessed by the Secretary on 
a person by an order made on the record 
after an opportunity for an agency hearing 
on disputed issues of material fact and the 
amount of the penalty. In the course of any 
investigation or hearing under this subpara-
graph, the Secretary may administer oaths 
and affirmations, examine witnesses, receive 
evidence, and issue subpoenas requiring the 
attendance and testimony of witnesses and 
the production of evidence that relates to 
the matter under investigation. 

(B) Action by the Attorney General 

In lieu of a proceeding under subparagraph 
(A), the Attorney General may, upon request 
of the Secretary, institute a civil action to 
recover a civil money penalty in the amount 
and for any of the acts set forth in sub-
section (a) of this section. Such an action 
may be instituted separately from or in con-
nection with any other claim, civil or crimi-
nal, initiated by the Attorney General under 
this chapter. 

(2) Amount 

In determining the amount of a civil penalty 
under paragraph (1), the Secretary or the 
court shall take into account the nature, cir-
cumstances, extent, and gravity of the act 
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subject to penalty, the person’s ability to pay, 
the effect on the person’s ability to continue 
to do business, any history of prior, similar 
acts, and such other matters as justice may 
require. 

(3) Limitation on actions 

No action may be initiated under this sec-
tion— 

(A) with respect to any act described in 
subsection (a) of this section that occurred 
before May 13, 1992, or 

(B) more than 6 years after the date when 
facts material to the act are known or rea-
sonably should have been known by the Sec-
retary but in no event more than 10 years 
after the date the act took place. 

(c) Judicial review 

Any person that is the subject of an adverse 
decision under subsection (b)(1)(A) of this sec-
tion may obtain a review of such decision by the 
United States Court of Appeals for the District 
of Columbia or for the circuit in which the per-
son resides, by filing in such court (within 60 
days following the date the person is notified of 
the Secretary’s decision) a petition requesting 
that the decision be modified or set aside. 

(d) Recovery of penalties 

The Attorney General may recover any civil 
penalty (plus interest at the currently prevail-
ing rates from the date the penalty became 
final) assessed under subsection (b)(1)(A) of this 
section in an action brought in the name of the 
United States. The amount of such penalty may 
be deducted, when the penalty has become final, 
from any sums then or later owing by the 
United States to the person against whom the 
penalty has been assessed. In an action brought 
under this subsection, the validity, amount, and 
appropriateness of the penalty shall not be sub-
ject to judicial review. 

(e) Informants 

The Secretary may award to any individual 
(other than an officer or employee of the Fed-
eral Government or a person who materially 
participated in any conduct described in sub-
section (a) of this section) who provides infor-
mation leading to the imposition of a civil pen-
alty under this section an amount not to ex-
ceed— 

(1) $250,000, or 
(2) one-half of the penalty so imposed and 

collected, 

whichever is less. The decision of the Secretary 
on such award shall not be reviewable. 

(June 25, 1938, ch. 675, § 307, as added May 13, 1992, 
Pub. L. 102–282, § 3, 106 Stat. 159; amended Aug. 
13, 1993, Pub. L. 103–80, § 3(g), 107 Stat. 776.) 

PRIOR PROVISIONS 

A prior section 307 of act June 25, 1938, was renum-

bered section 310 and is classified to section 337 of this 

title. 

AMENDMENTS 

1993—Subsec. (b)(3)(A). Pub. L. 103–80 made technical 

amendment to reference to May 13, 1992, to reflect cor-

rection of corresponding provision of original act. 

CONSTRUCTION 

This section not to preclude any other civil, criminal, 

or administrative remedy provided under Federal or 

State law, including any private right of action against 

any person for the same action subject to any action or 

civil penalty under an amendment made by Pub. L. 

102–282, see section 7 of Pub. L. 102–282, set out as a note 

under section 335a of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 321, 335a of this 

title. 

§ 335c. Authority to withdraw approval of abbre-
viated drug applications 

(a) In general 

The Secretary— 
(1) shall withdraw approval of an abbre-

viated drug application if the Secretary finds 
that the approval was obtained, expedited, or 
otherwise facilitated through bribery, pay-
ment of an illegal gratuity, or fraud or mate-
rial false statement, and 

(2) may withdraw approval of an abbreviated 
drug application if the Secretary finds that 
the applicant has repeatedly demonstrated a 
lack of ability to produce the drug for which 
the application was submitted in accordance 
with the formulations or manufacturing prac-
tice set forth in the abbreviated drug applica-
tion and has introduced, or attempted to in-
troduce, such adulterated or misbranded drug 
into commerce. 

(b) Procedure 

The Secretary may not take any action under 
subsection (a) of this section with respect to any 
person unless the Secretary has issued an order 
for such action made on the record after oppor-
tunity for an agency hearing on disputed issues 
of material fact. In the course of any investiga-
tion or hearing under this subsection, the Sec-
retary may administer oaths and affirmations, 
examine witnesses, receive evidence, and issue 
subpoenas requiring the attendance and testi-
mony of witnesses and the production of evi-
dence that relates to the matter under inves-
tigation. 

(c) Applicability 

Subsection (a) of this section shall apply with 
respect to offenses or acts regardless of when 
such offenses or acts occurred. 

(d) Judicial review 

Any person that is the subject of an adverse 
decision under subsection (a) of this section may 
obtain a review of such decision by the United 
States Court of Appeals for the District of Co-
lumbia or for the circuit in which the person re-
sides, by filing in such court (within 60 days fol-
lowing the date the person is notified of the Sec-
retary’s decision) a petition requesting that the 
decision be modified or set aside. 

(June 25, 1938, ch. 675, § 308, as added May 13, 1992, 
Pub. L. 102–282, § 4, 106 Stat. 160.) 

CONSTRUCTION 

This section not to preclude any other civil, criminal, 

or administrative remedy provided under Federal or 

State law, including any private right of action against 

any person for the same action subject to any action or 

civil penalty under an amendment made by Pub. L. 

102–282, see section 7 of Pub. L. 102–282, set out as a note 

under section 335a of this title. 
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SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 321 of this title. 

§ 336. Report of minor violations 

Nothing in this chapter shall be construed as 
requiring the Secretary to report for prosecu-
tion, or for the institution of libel or injunction 
proceedings, minor violations of this chapter 
whenever he believes that the public interest 
will be adequately served by a suitable written 
notice or warning. 

(June 25, 1938, ch. 675, § 309, formerly § 306, 52 
Stat. 1045; renumbered § 309, May 13, 1992, Pub. L. 
102–282, § 2, 106 Stat. 150.) 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

FEDERAL RULES OF CIVIL PROCEDURE 

Admiralty and maritime rules of practice (which in-

cluded libel procedures) were superseded, and civil and 

admiralty procedures in United States district courts 

were unified, effective July 1, 1966, see rule 1 and Sup-

plemental Rules for Certain Admiralty and Maritime 

Claims, Title 28, Appendix, Judiciary and Judicial Pro-

cedure. 

§ 337. Proceedings in name of United States; pro-
vision as to subpoenas 

(a) Except as provided in subsection (b) of this 
section, all such proceedings for the enforce-
ment, or to restrain violations, of this chapter 
shall be by and in the name of the United 
States. Subpoenas for witnesses who are re-
quired to attend a court of the United States, in 
any district, may run into any other district in 
any proceeding under this section. 

(b)(1) A State may bring in its own name and 
within its jurisdiction proceedings for the civil 
enforcement, or to restrain violations, of section 
341, 343(b), 343(c), 343(d), 343(e), 343(f), 343(g), 
343(h), 343(i), 343(k), 343(q), or 343(r) of this title 
if the food that is the subject of the proceedings 
is located in the State. 

(2) No proceeding may be commenced by a 
State under paragraph (1)— 

(A) before 30 days after the State has given 
notice to the Secretary that the State intends 
to bring such proceeding, 

(B) before 90 days after the State has given 
notice to the Secretary of such intent if the 
Secretary has, within such 30 days, com-
menced an informal or formal enforcement ac-
tion pertaining to the food which would be the 
subject of such proceeding, or 

(C) if the Secretary is diligently prosecuting 
a proceeding in court pertaining to such food, 
has settled such proceeding, or has settled the 
informal or formal enforcement action per-
taining to such food. 

In any court proceeding described in subpara-
graph (C), a State may intervene as a matter of 
right. 

(June 25, 1938, ch. 675, § 310, formerly § 307, 52 
Stat. 1046; Sept. 3, 1954, ch. 1263, § 37, 68 Stat. 

1239; Nov. 8, 1990, Pub. L. 101–535, § 4, 104 Stat. 
2362; renumbered § 310, May 13, 1992, Pub. L. 
102–282, § 2, 106 Stat. 150.) 

AMENDMENTS 

1990—Pub. L. 101–535 substituted ‘‘(a) Except as pro-

vided in subsection (b) of this section, all’’ for ‘‘All’’ 

and ‘‘any proceeding under this section’’ for ‘‘any such 

proceeding’’ and added subsec. (b). 

1954—Act Sept. 3, 1954, struck out reference to section 

654 of title 28. 

EFFECTIVE DATE OF 1990 AMENDMENT 

Amendment by Pub. L. 101–535 effective 24 months 

after Nov. 8, 1990, except that such amendment effec-

tive Dec. 31, 1993, with respect to dietary supplements 

of vitamins, minerals, herbs, or other similar nutri-

tional substances, see section 10(a)(1)(C) of Pub. L. 

101–535, set out as a note under section 343 of this title. 

CONSTRUCTION OF AMENDMENTS BY PUB. L. 101–535 

Amendments by Pub. L. 101–535 not to be construed to 

alter authority of Secretary of Health and Human 

Services and Secretary of Agriculture under the Fed-

eral Food, Drug, and Cosmetic Act (21 U.S.C. 301 et 

seq.), the Federal Meat Inspection Act (21 U.S.C. 601 et 

seq.), the Poultry Products Inspection Act (21 U.S.C. 451 

et seq.), and the Egg Products Inspection Act (21 U.S.C. 

1031 et seq.), see section 9 of Pub. L. 101–535, set out as 

a note under section 343 of this title. 

SUBCHAPTER IV—FOOD 

§ 341. Definitions and standards for food 

Whenever in the judgment of the Secretary 
such action will promote honesty and fair deal-
ing in the interest of consumers, he shall pro-
mulgate regulations fixing and establishing for 
any food, under its common or usual name so far 
as practicable, a reasonable definition and 
standard of identity, a reasonable standard of 
quality, or reasonable standards of fill of con-
tainer. No definition and standard of identity 
and no standard of quality shall be established 
for fresh or dried fruits, fresh or dried vegeta-
bles, or butter, except that definitions and 
standards of identity may be established for 
avocadoes, cantaloupes, citrus fruits, and mel-
ons. In prescribing any standard of fill of con-
tainer, the Secretary shall give due consider-
ation to the natural shrinkage in storage and in 
transit of fresh natural food and to need for the 
necessary packing and protective material. In 
the prescribing of any standard of quality for 
any canned fruit or canned vegetable, consider-
ation shall be given and due allowance made for 
the differing characteristics of the several vari-
eties of such fruit or vegetable. In prescribing a 
definition and standard of identity for any food 
or class of food in which optional ingredients are 
permitted, the Secretary shall, for the purpose 
of promoting honesty and fair dealing in the in-
terest of consumers, designate the optional in-
gredients which shall be named on the label. 
Any definition and standard of identity pre-
scribed by the Secretary for avocadoes, canta-
loupes, citrus fruits, or melons shall relate only 
to maturity and to the effects of freezing. 

(June 25, 1938, ch. 675, § 401, 52 Stat. 1046; Apr. 15, 
1954, ch. 143, § 1, 68 Stat. 54; Aug. 1, 1956, ch. 861, 
§ 1, 70 Stat. 919; Aug. 13, 1993, Pub. L. 103–80, 
§ 3(h), 107 Stat. 776.) 
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1 So in original. The period probably should be ‘‘; or’’. 2 So in original. Probably should be ‘‘or (3) if’’. 

AMENDMENTS 

1993—Pub. L. 103–80 substituted ‘‘or reasonable stand-

ards of fill of container. No definition’’ for ‘‘and/or rea-

sonable standards of fill of container: Provided, That no 

definition’’. 

1956—Act Aug. 1, 1956, designated provisions con-

stituting subsec. (a) as entire section and repealed sub-

sec. (b) which provided the procedure for establishment 

of regulations and is covered by section 371(e) of this 

title. 

1954—Act Apr. 15, 1954, designated existing provisions 

as subsec. (a) and added subsec. (b). 

SAVINGS PROVISION 

Section 3 of act Aug. 1, 1956, provided that: ‘‘In any 

case in which, prior to the enactment of this Act [Aug. 

1, 1956], a public hearing has been begun in accordance 

with section 401 of the Federal Food, Drug, and Cos-

metic Act [341 of this title] upon a proposal to issue, 

amend, or repeal any regulation contemplated by such 

section, or has been begun in accordance with section 

701(e) of such Act [section 371(e) of this title] upon a 

proposal to issue, amend, or repeal any regulation con-

templated by section 403(j), 404(a), 406(a) or (b), 501(b), 

502(d), 502(h), 504 or 604 of such Act [section 343(j), 

344(a), 346(a) or (b), 351(b), 352(d), 352(h), 354, or 364 of 

this title], the provisions of such section 401 or 701(e), 

as the case may be, as in force immediately prior to the 

date of the enactment of this Act [Aug. 1, 1956], shall be 

applicable as though this Act [amending this section 

and section 371(e) of this title] had not been enacted.’’ 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 337, 343, 343–1, 

350, 371 of this title. 

§ 342. Adulterated food 

A food shall be deemed to be adulterated— 

(a) Poisonous, insanitary, etc., ingredients 

(1) If it bears or contains any poisonous or del-
eterious substance which may render it injuri-
ous to health; but in case the substance is not 
an added substance such food shall not be con-
sidered adulterated under this clause if the 
quantity of such substance in such food does not 
ordinarily render it injurious to health.1 (2)(A) if 
it bears or contains any added poisonous or 
added deleterious substance (other than one 
which is (i) a pesticide chemical in or on a raw 
agricultural commodity; (ii) a food additive; (iii) 
a color additive; or (iv) a new animal drug) 
which is unsafe within the meaning of section 
346 of this title, or (B) if it is a raw agricultural 
commodity and it bears or contains a pesticide 
chemical which is unsafe within the meaning of 
section 346a(a) of this title, or (C) if it is, or if 
it bears or contains, any food additive which is 
unsafe within the meaning of section 348 of this 
title: Provided, That where a pesticide chemical 
has been used in or on a raw agricultural com-
modity in conformity with an exemption grant-
ed or a tolerance prescribed under section 346a 
of this title and such raw agricultural commod-
ity has been subjected to processing such as can-

ning, cooking, freezing, dehydrating, or milling, 
the residue of such pesticide chemical remaining 
in or on such processed food shall, notwithstand-
ing the provisions of sections 346 and 348 of this 
title, not be deemed unsafe if such residue in or 
on the raw agricultural commodity has been re-
moved to the extent possible in good manufac-
turing practice and the concentration of such 
residue in the processed food when ready to eat 
is not greater than the tolerance prescribed for 
the raw agricultural commodity, or (D) if it is, 
or it bears or contains, a new animal drug (or 
conversion product thereof) which is unsafe 
within the meaning of section 360b of this title; 
(3) If 2 it consists in whole or in part of any 
filthy, putrid, or decomposed substance, or if it 
is otherwise unfit for food; or (4) if it has been 
prepared, packed, or held under insanitary con-
ditions whereby it may have become contami-
nated with filth, or whereby it may have been 
rendered injurious to health; or (5) if it is, in 
whole or in part, the product of a diseased ani-
mal or of an animal which has died otherwise 
than by slaughter; or (6) if its container is com-
posed, in whole or in part, of any poisonous or 
deleterious substance which may render the con-
tents injurious to health; or (7) if it has been in-
tentionally subjected to radiation, unless the 
use of the radiation was in conformity with a 
regulation or exemption in effect pursuant to 
section 348 of this title. 

(b) Absence, substitution, or addition of constitu-
ents 

(1) If any valuable constituent has been in 
whole or in part omitted or abstracted there-
from; or (2) if any substance has been sub-
stituted wholly or in part therefor; or (3) if dam-
age or inferiority has been concealed in any 
manner; or (4) if any substance has been added 
thereto or mixed or packed therewith so as to 
increase its bulk or weight, or reduce its quality 
or strength, or make it appear better or of 
greater value than it is. 

(c) Color additives 

If it is, or it bears or contains, a color additive 
which is unsafe within the meaning of section 
379e(a) of this title. 

(d) Confectionery containing alcohol or non-
nutritive substance 

If it is confectionery, and— 
(1) has partially or completely imbedded 

therein any nonnutritive object, except that 
this subparagraph shall not apply in the case 
of any nonnutritive object if, in the judgment 
of the Secretary as provided by regulations, 
such object is of practical functional value to 
the confectionery product and would not 
render the product injurious or hazardous to 
health; 

(2) bears or contains any alcohol other than 
alcohol not in excess of one-half of 1 per cen-
tum by volume derived solely from the use of 
flavoring extracts, except that this clause 
shall not apply to confectionery which is in-
troduced or delivered for introduction into, or 
received or held for sale in, interstate com-
merce if the sale of such confectionery is per-
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mitted under the laws of the State in which 
such confectionery is intended to be offered 
for sale; 

(3) bears or contains any nonnutritive sub-
stance, except that this subparagraph shall 
not apply to a safe nonnutritive substance 
which is in or on confectionery by reason of its 
use for some practical functional purpose in 
the manufacture, packaging, or storage of 
such confectionery if the use of the substance 
does not promote deception of the consumer or 
otherwise result in adulteration or misbrand-
ing in violation of any provision of this chap-
ter, except that the Secretary may, for the 
purpose of avoiding or resolving uncertainty 
as to the application of this subparagraph, 
issue regulations allowing or prohibiting the 
use of particular nonnutritive substances. 

(e) Oleomargarine containing filthy, putrid, etc., 
matter 

If it is oleomargarine or margarine or butter 
and any of the raw material used therein con-
sisted in whole or in part of any filthy, putrid, 
or decomposed substance, or such oleomargarine 
or margarine or butter is otherwise unfit for 
food. 

(f) Dietary supplement or ingredient: safety 

(1) If it is a dietary supplement or contains a 
dietary ingredient that— 

(A) presents a significant or unreasonable 
risk of illness or injury under— 

(i) conditions of use recommended or sug-
gested in labeling, or 

(ii) if no conditions of use are suggested or 
recommended in the labeling, under ordi-
nary conditions of use; 

(B) is a new dietary ingredient for which 
there is inadequate information to provide 
reasonable assurance that such ingredient 
does not present a significant or unreasonable 
risk of illness or injury; 

(C) the Secretary declares to pose an immi-
nent hazard to public health or safety, except 
that the authority to make such declaration 
shall not be delegated and the Secretary shall 
promptly after such a declaration initiate a 
proceeding in accordance with sections 554 and 
556 of title 5 to affirm or withdraw the declara-
tion; or 

(D) is or contains a dietary ingredient that 
renders it adulterated under paragraph (a)(1) 
under the conditions of use recommended or 
suggested in the labeling of such dietary sup-
plement. 

In any proceeding under this subparagraph, the 
United States shall bear the burden of proof on 
each element to show that a dietary supplement 
is adulterated. The court shall decide any issue 
under this paragraph on a de novo basis. 

(2) Before the Secretary may report to a 
United States attorney a violation of para-
graph 3 (1)(A) for a civil proceeding, the person 
against whom such proceeding would be initi-
ated shall be given appropriate notice and the 
opportunity to present views, orally and in writ-

ing, at least 10 days before such notice, with re-
gard to such proceeding. 

(g) Dietary supplement: manufacturing practices 

(1) If it is a dietary supplement and it has been 
prepared, packed, or held under conditions that 
do not meet current good manufacturing prac-
tice regulations, including regulations requir-
ing, when necessary, expiration date labeling, is-
sued by the Secretary under subparagraph (2). 

(2) The Secretary may by regulation prescribe 
good manufacturing practices for dietary sup-
plements. Such regulations shall be modeled 
after current good manufacturing practice regu-
lations for food and may not impose standards 
for which there is no current and generally 
available analytical methodology. No standard 
of current good manufacturing practice may be 
imposed unless such standard is included in a 
regulation promulgated after notice and oppor-
tunity for comment in accordance with chapter 
5 of title 5. 

(June 25, 1938, ch. 675, § 402, 52 Stat. 1046; Mar. 16, 
1950, ch. 61, § 3(d), 64 Stat. 21; July 22, 1954, ch. 
559, § 2, 68 Stat. 511; July 9, 1956, ch. 530, 70 Stat. 
512; Sept. 6, 1958, Pub. L. 85–929, § 3(a), (b), 72 
Stat. 1784; Mar. 17, 1959, Pub. L. 86–2, 73 Stat. 3; 
July 12, 1960, Pub. L. 86–618, title I, §§ 102(a)(1), 
(2), 105(c), 74 Stat. 397, 398, 404; June 29, 1966, 
Pub. L. 89–477, 80 Stat. 231; July 13, 1968, Pub. L. 
90–399, § 104, 82 Stat. 352; Feb. 27, 1986, Pub. L. 
99–252, § 10, 100 Stat. 35; Oct. 29, 1992, Pub. L. 
102–571, title I, § 107(4), 106 Stat. 4499; Aug. 13, 
1993, Pub. L. 103–80, § 3(i), 107 Stat. 776; Oct. 25, 
1994, Pub. L. 103–417, §§ 4, 9, 108 Stat. 4328, 4332.) 

AMENDMENTS 

1994—Par. (f). Pub. L. 103–417, § 4, added par. (f). 

Par. (g). Pub. L. 103–417, § 9, added par. (g). 

1993—Par. (a). Pub. L. 103–80, § 3(i)(1), substituted a pe-

riod for ‘‘; or’’ at end of subpar. (1) and ‘‘If it’’ for ‘‘if 

it’’ at beginning of par. (3). That part of Pub. L. 103–80, 

§ 3(i)(1), which directed the substitution of a period for 

‘‘; or’’ at end of subpar. (2) could not be executed be-

cause ‘‘; or’’ did not appear. 

Par. (d)(1). Pub. L. 103–80, § 3(i)(2), substituted 

‘‘, except that this subparagraph’’ for ‘‘: Provided, That 

this clause’’. 

Par. (d)(3). Pub. L. 103–80, § 3(i)(3), substituted 

‘‘, except that this subparagraph shall not apply’’ for 

‘‘: Provided, That this clause shall not apply’’ and 

‘‘, except that the Secretary may, for the purpose of 

avoiding or resolving uncertainty as to the application 

of this subparagraph’’ for ‘‘: And provided further, That 

the Secretary may, for the purpose of avoiding or re-

solving uncertainty as to the application of this 

clause’’. 

1992—Par. (c). Pub. L. 102–571 substituted ‘‘379e(a)’’ for 

‘‘376(a)’’. 

1986—Par. (d)(2). Pub. L. 99–252 inserted provision that 

this clause not apply to confectionery introduced or de-

livered for introduction into or received or held for sale 

in, interstate commerce if the sale is permitted under 

the laws of the State in which the confectionery is in-

tended to be offered for sale. 

1968—Par. (a)(2). Pub. L. 90–399 added cls. (A)(iv) and 

(D). 

1966—Par. (d). Pub. L. 89–477 permitted the imbedding 

of nonnutritive objects in confectionery foods if in the 

judgment of the Secretary of Health, Education, and 

Welfare, as provided by regulation, the imbedding of 

the object is of practical functional value to the confec-

tionery product and would not render it injurious or 

hazardous to health, raised to one-half of 1 per centum 

by volume the upper limit for the allowable use of alco-
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hol derived solely from the use of flavoring extracts, al-

lowed the use of safe nonnutritive substances in and on 

confectionery foods by reason of their use for some 

practical and functional purpose in the manufacture, 

packaging, or storage of the confectionery foods if the 

use of the substances does not promote deception of the 

consumer or otherwise result in adulteration or mis-

branding, authorized the Secretary to issue regulations 

on the use of particular nonnutritive substances, and 

removed reference to nonnutritive masticatory sub-

stances added to chewing gum and harmless flavoring, 

harmless resinous glaze not in excess of four-tenths of 

1 per centum, natural gum, authorized coloring, and 

pectin. 

1960—Par. (a). Pub. L. 86–618, § 102(a)(1), substituted 

‘‘other than one which is (i) a pesticide chemical in or 

on a raw agricultural commodity; (ii) a food additive; 

or (iii) a color additive’’ for ‘‘(except a pesticide chemi-

cal in or on a raw agricultural commodity and except 

a food additive)’’ in cl. (2)(A). 

Par. (c). Pub. L. 86–618, § 102(a)(2), amended par. (c) 

generally, substituting provisions deeming a food adul-

terated if it is, or it bears or contains, a color additive 

which is unsafe within the meaning of section 376 of 

this title for provisions which related to food that 

bears or contains a coal-tar color other than one from 

a batch that has been certified in accordance with regu-

lations as provided by section 346 of this title, and 

struck out provisos which related to the use of color on 

oranges. 

Par. (d). Pub. L. 86–618, § 105(c), substituted ‘‘author-

ized coloring’’ for ‘‘harmless coloring’’. 

1959—Par. (c). Pub. L. 86–2 extended from Mar. 1, 1959, 

to May 1, 1959, the period during which subsection is in-

applicable to oranges which have been colored with 

F.D. & C. Red 32, and inserted proviso requiring Sec-

retary to establish regulations prescribing the condi-

tions under which Citrus Red No. 2 may be safely used 

in coloring certain mature oranges, and providing for 

separately listing and for certification of batches of 

such color. 

1958—Par. (a). Pub. L. 85–929, among other changes, 

inserted cl. (2)(C) relating to food additive unsafe with-

in the meaning of section 348 of this title, and to pes-

ticide chemical, and added cl. (7) relating to radiated 

food. 

1956—Par. (c). Act July 9, 1956, inserted second pro-

viso relating to coloring of oranges. 

1954—Par. (a)(2). Act July 22, 1954, provided in the 

case of any raw agricultural commodity bearing or con-

taining a pesticide chemical, that such commodity 

shall be deemed to be adulterated if such pesticide 

chemical is unsafe within the meaning of section 346a 

of this title. 

1950—Par. (e). Act Mar. 16, 1950, added par. (e). 

EFFECTIVE DATE OF 1968 AMENDMENT 

Amendment by Pub. L. 90–399 effective on first day of 

thirteenth calendar month after July 13, 1968, see sec-

tion 108(a) of Pub. L. 90–399, set out as an Effective Date 

and Transitional Provisions note under section 360b of 

this title. 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to the provisions of section 203 of Pub. L. 86–618, 

see section 202 of Pub. L. 86–618, set out as a note under 

section 379e of this title. 

EFFECTIVE DATE OF NEMATOCIDE, PLANT REGULATOR, 

DEFOLIANT, AND DESICCANT AMENDMENT OF 1959 

Effective date of par. (a)(2) as in force prior to July 

22, 1954, with respect to particular commercial use of a 

nematocide, plant regulator, defoliant, or desiccant in 

or on a raw agricultural commodity made before Jan. 

1, 1958, see section 3(b) of Pub. L. 86–139, Aug. 7, 1959, 73 

Stat. 288. 

EFFECTIVE DATE OF 1958 AMENDMENT 

Section 6 of Pub. L. 85–929, as amended by Pub. L. 

87–19, § 2, Apr. 7, 1961, 75 Stat. 42; Pub. L. 88–625, § 2, Oct. 

3, 1964, 78 Stat. 1002, provided that: 
‘‘(a) Except as provided in subsections (b) and (c) of 

this section, this Act [amending this section, sections 

321, 331, 346, and 348 of this title, and section 210 of Title 

42, The Public Health and Welfare, and enacting provi-

sions set out as notes under sections 321 and 451 of this 

title] shall take effect on the date of its enactment 

[Sept. 6, 1958]. 
‘‘(b) Except as provided in subsection (c) of this sec-

tion, section 3 of this Act [amending this section and 

section 346 of this title] shall take effect on the one 

hundred and eightieth day after the date of enactment 

of this Act [Sept. 6, 1958]. 
‘‘(c) With respect to any particular commercial use of 

a food additive, if such use was made of such additive 

before January 1, 1958, section 3 of this Act [amending 

this section and section 346 of this title] shall take ef-

fect— 
‘‘(1) Either (A) one year after the effective date es-

tablished in subsection (b) of this section, or (B) at 

the end of such additional period (but not later than 

two years from such effective date established in sub-

section (b)) as the Secretary of Health, Education, 

and Welfare [now Health and Human Services] may 

prescribe on the basis of a finding that such extension 

involves no undue risk to the public health and that 

conditions exist which necessitate the prescribing of 

such an additional period, or 
‘‘(2) on the date on which an order with respect to 

such use under section 409 of the Federal Food, Drug, 

and Cosmetic Act [section 348 of this title] becomes 

effective, 

whichever date first occurs. Whenever the Secretary 

has, pursuant to clause (1)(B) of this subsection, ex-

tended the effective date of section 3 of this Act 

[amending this section] to March 5, 1961, or has on that 

date a request for such extension pending before him, 

with respect to any such particular use of a food addi-

tive, he may, notwithstanding the parenthetical time 

limitation in that clause, further extend such effective 

date, not beyond June 30, 1964, under the authority of 

that clause (but subject to clause (2)) with respect to 

such use of the additive (or a more limited specified use 

or uses thereof) if, in addition to making the findings 

required by clause (1)(B), he finds (i) that bona fide ac-

tion to determine the applicability of such section 409 

[section 348 of this title] to such use or uses, or to de-

velop the scientific data necessary for action under 

such section, was commenced by an interested person 

before March 6, 1960, and was thereafter pursued with 

reasonable diligence, and (ii) that in the Secretary’s 

judgment such extension is consistent with the objec-

tive of carrying to completion in good faith, as soon as 

reasonably practicable, the scientific investigations 

necessary as a basis for action under such section 409 

[section 348 of this title]: Provided, That if the Sec-

retary has, pursuant to this sentence, granted an exten-

sion to June 30, 1964, he may, upon making the findings 

required by clause (1)(B) of this subsection and clauses 

(i) and (ii) of this sentence, further extend such effec-

tive date, but not beyond December 31, 1965. The Sec-

retary may at any time terminate an extension so 

granted if he finds that it should not have been grant-

ed, or that by reason of a change in circumstances the 

basis for such extension no longer exists, or that there 

has been a failure to comply with a requirement for 

submission of progress reports or with other conditions 

attached to such extension.’’ 

EFFECTIVE DATE OF 1954 AMENDMENT 

Section 5 of act July 22, 1954, provided that: ‘‘This 

Act [amending this section and section 321 of this title 

and enacting sections 346a and 346b of this title] shall 

take effect upon the date of its enactment [July 22, 

1954], except that with respect to pesticide chemicals 

for which tolerances or exemptions have not been es-



Page 79 TITLE 21—FOOD AND DRUGS § 343 

1 So in original. Probably should be followed by a comma. 

tablished under section 408 of the Federal Food, Drug, 

and Cosmetic Act [section 346a of this title], the 

amendment to section 402(a) of such Act [par. (a) of this 

section] made by section 2 of this Act shall not be effec-

tive— 

‘‘(1) for the period of one year following the date of 

the enactment of this Act [July 22, 1954]; or 

‘‘(2) for such additional period following such period 

of one year, but not extending beyond two years after 

the date of the enactment of this Act [July 22, 1954] 

as the Secretary of Health, Education, and Welfare 

[now Health and Human Services] may prescribe on 

the basis of a finding that conditions exist which ne-

cessitate the prescribing of such additional period.’’ 

EFFECTIVE DATE OF 1950 AMENDMENT 

Amendment by act Mar. 16, 1950, effective July 1, 1950, 

see section 7 of act Mar. 16, 1950, set out as an Effective 

Date note under section 347 of this title. 

EFFECTIVE DATE; POSTPONEMENT 

Par. (c) effective Jan. 1, 1940, see act June 23, 1939, ch. 

242, 53 Stat. 853, set out as an Effective Date; Postpone-

ment in Certain Cases note under section 301 of this 

title. 

SHORT TITLE 

Pub. L. 88–625, § 1, Oct. 3, 1964, 78 Stat. 1002, provided: 

‘‘That this Act [amending provisions set out as a note 

under this section and section 135 of Title 7, Agri-

culture] may be cited as the ‘Food Additives Transi-

tional Provisions Amendment of 1964’.’’ 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

CROSS REFERENCES 

Appropriations for establishing tolerances for pes-

ticide chemicals, see section 346b of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 321, 334, 346, 

346a, 346b, 347b, 348, 350a, 350b, 360b, 379e of this title. 

§ 343. Misbranded food 

A food shall be deemed to be misbranded— 

(a) False or misleading label 

If (1) its labeling is false or misleading in any 
particular, or (2) in the case of a food to which 
section 350 of this title applies, its advertising is 
false or misleading in a material respect or its 
labeling is in violation of section 350(b)(2) of this 
title. 

(b) Offer for sale under another name 

If it is offered for sale under the name of an-
other food. 

(c) Imitation of another food 

If it is an imitation of another food, unless its 
label bears, in type of uniform size and promi-
nence, the word ‘‘imitation’’ and, immediately 
thereafter, the name of the food imitated. 

(d) Misleading container 

If its container is so made, formed, or filled as 
to be misleading. 

(e) Package form 

If in package form unless it bears a label con-
taining (1) the name and place of business of the 

manufacturer, packer, or distributor; and (2) an 
accurate statement of the quantity of the con-
tents in terms of weight, measure, or numerical 
count, except that under clause (2) of this para-
graph reasonable variations shall be permitted, 
and exemptions as to small packages shall be es-
tablished, by regulations prescribed by the Sec-
retary. 

(f) Prominence of information on label 

If any word, statement, or other information 
required by or under authority of this chapter to 
appear on the label or labeling is not promi-
nently placed thereon with such conspicuous-
ness (as compared with other words, statements, 
designs, or devices, in the labeling) and in such 
terms as to render it likely to be read and un-
derstood by the ordinary individual under cus-
tomary conditions of purchase and use. 

(g) Representation as to definition and standard 
of identity 

If it purports to be or is represented as a food 
for which a definition and standard of identity 
has been prescribed by regulations as provided 
by section 341 of this title, unless (1) it conforms 
to such definition and standard, and (2) its label 
bears the name of the food specified in the defi-
nition and standard, and, insofar as may be re-
quired by such regulations, the common names 
of optional ingredients (other than spices, fla-
voring, and coloring) present in such food. 

(h) Representation as to standards of quality and 
fill of container 

If it purports to be or is represented as— 
(1) a food for which a standard of quality has 

been prescribed by regulations as provided by 
section 341 of this title, and its quality falls 
below such standard, unless its label bears, in 
such manner and form as such regulations 
specify, a statement that it falls below such 
standard; or 

(2) a food for which a standard or standards 
of fill of container have been prescribed by 
regulations as provided by section 341 of this 
title, and it falls below the standard of fill of 
container applicable thereto, unless its label 
bears, in such manner and form as such regu-
lations specify, a statement that it falls below 
such standard. 

(i) Label where no representation as to defini-
tion and standard of identity 

Unless its label bears (1) the common or usual 
name of the food, if any there be, and (2) in case 
it is fabricated from two or more ingredients, 
the common or usual name of each such ingredi-
ent and if the food purports to be a beverage 
containing vegetable or fruit juice, a statement 
with appropriate prominence on the information 
panel of the total percentage of such fruit or 
vegetable juice contained in the food; except 
that spices, flavorings, and colors not required 
to be certified under section 379e(c) of this title 1 
unless sold as spices, flavorings, or such colors, 
may be designated as spices, flavorings, and 
colorings without naming each. To the extent 
that compliance with the requirements of clause 
(2) of this paragraph is impracticable, or results 
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in deception or unfair competition, exemptions 
shall be established by regulations promulgated 
by the Secretary. 

(j) Representation for special dietary use 

If it purports to be or is represented for special 
dietary uses, unless its label bears such informa-
tion concerning its vitamin, mineral, and other 
dietary properties as the Secretary determines 
to be, and by regulations prescribes as, nec-
essary in order fully to inform purchasers as to 
its value for such uses. 

(k) Artificial flavoring, artificial coloring, or 
chemical preservatives 

If it bears or contains any artificial flavoring, 
artificial coloring, or chemical preservative, un-
less it bears labeling stating that fact, except 
that to the extent that compliance with the re-
quirements of this paragraph is impracticable, 
exemptions shall be established by regulations 
promulgated by the Secretary. The provisions of 
this paragraph and paragraphs (g) and (i) with 
respect to artificial coloring shall not apply in 
the case of butter, cheese, or ice cream. The pro-
visions of this paragraph with respect to chemi-
cal preservatives shall not apply to a pesticide 
chemical when used in or on a raw agricultural 
commodity which is the produce of the soil. 

(l) Pesticide chemicals on raw agricultural com-
modities 

If it is a raw agricultural commodity which is 
the produce of the soil, bearing or containing a 
pesticide chemical applied after harvest, unless 
the shipping container of such commodity bears 
labeling which declares the presence of such 
chemical in or on such commodity and the com-
mon or usual name and the function of such 
chemical, except that no such declaration shall 
be required while such commodity, having been 
removed from the shipping container, is being 
held or displayed for sale at retail out of such 
container in accordance with the custom of the 
trade. 

(m) Color additives 

If it is a color additive, unless its packaging 
and labeling are in conformity with such pack-
aging and labeling requirements, applicable to 
such color additive, as may be contained in reg-
ulations issued under section 379e of this title. 

(n) Packaging or labeling of drugs in violation of 
regulations 

If its packaging or labeling is in violation of 
an applicable regulation issued pursuant to sec-
tion 1472 or 1473 of title 15. 

(o) Saccharin for immediate consumption 

(1) If it contains saccharin, unless, except as 
provided in subparagraph (2), its label and label-
ing bear the following statement: ‘‘USE OF 
THIS PRODUCT MAY BE HAZARDOUS TO 
YOUR HEALTH. THIS PRODUCT CONTAINS 
SACCHARIN WHICH HAS BEEN DETERMINED 
TO CAUSE CANCER IN LABORATORY ANI-
MALS’’. Such statement shall be located in a 
conspicuous place on such label and labeling as 
proximate as possible to the name of such food 
and shall appear in conspicuous and legible type 
in contrast by typography, layout, and color 
with other printed matter on such label and la-
beling. 

(2) The Secretary may by regulation review 
and revise or remove the requirement of sub-
paragraph (1) if the Secretary determines such 
action is necessary to reflect the current state 
of knowledge concerning saccharin. 

(p) Saccharin not for immediate consumption 

(1) If it contains saccharin and is offered for 
sale, but not for immediate consumption, at a 
retail establishment, unless such retail estab-
lishment displays prominently, where such food 
is held for sale, notice (provided by the manufac-
turer of such food pursuant to subparagraph (2) 
for consumers respecting the information re-
quired by paragraph (o) to be on food labels and 
labeling. 

(2) Each manufacturer of food which contains 
saccharin and which is offered for sale by retail 
establishments but not for immediate consump-
tion shall, in accordance with regulations pro-
mulgated by the Secretary pursuant to subpara-
graph (4), take such action as may be necessary 
to provide such retail establishments with the 
notice required by subparagraph (1). 

(3) The Secretary may by regulation review 
and revise or remove the requirement of sub-
paragraph (1) if he determines such action is 
necessary to reflect the current state of knowl-
edge concerning saccharin. 

(4) The Secretary shall by regulation prescribe 
the form, text, and manner of display of the no-
tice required by subparagraph (1) and such other 
matters as may be required for the implementa-
tion of the requirements of that subparagraph 
and subparagraph (2). Regulations of the Sec-
retary under this subparagraph shall be promul-
gated after an oral hearing but without regard 
to the National Environmental Policy Act of 
1969 [42 U.S.C. 4321 et seq.] and chapter 5 of title 
5. In any action brought for judicial review of 
any such regulation, the reviewing court may 
not postpone the effective date of such regula-
tion. 

(q) Nutrition information 

(1) Except as provided in subparagraphs (3), (4), 
and (5), if it is a food intended for human con-
sumption and is offered for sale, unless its label 
or labeling bears nutrition information that pro-
vides— 

(A)(i) the serving size which is an amount 
customarily consumed and which is expressed 
in a common household measure that is appro-
priate to the food, or 

(ii) if the use of the food is not typically ex-
pressed in a serving size, the common house-
hold unit of measure that expresses the serv-
ing size of the food, 

(B) the number of servings or other units of 
measure per container, 

(C) the total number of calories— 
(i) derived from any source, and 
(ii) derived from the total fat, 

in each serving size or other unit of measure 
of the food, 

(D) the amount of the following nutrients: 
Total fat, saturated fat, cholesterol, sodium, 
total carbohydrates, complex carbohydrates, 
sugars, dietary fiber, and total protein con-
tained in each serving size or other unit of 
measure, 
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(E) any vitamin, mineral, or other nutrient 
required to be placed on the label and labeling 
of food under this chapter before October 1, 
1990, if the Secretary determines that such in-
formation will assist consumers in maintain-
ing healthy dietary practices. 

The Secretary may by regulation require any in-
formation required to be placed on the label or 
labeling by this subparagraph or subparagraph 
(2)(A) to be highlighted on the label or labeling 
by larger type, bold type, or contrasting color if 
the Secretary determines that such highlighting 
will assist consumers in maintaining healthy di-
etary practices. 

(2)(A) If the Secretary determines that a nu-
trient other than a nutrient required by sub-
paragraph (1)(C), (1)(D), or (1)(E) should be in-
cluded in the label or labeling of food subject to 
subparagraph (1) for purposes of providing infor-
mation regarding the nutritional value of such 
food that will assist consumers in maintaining 
healthy dietary practices, the Secretary may by 
regulation require that information relating to 
such additional nutrient be included in the label 
or labeling of such food. 

(B) If the Secretary determines that the infor-
mation relating to a nutrient required by sub-
paragraph (1)(C), (1)(D), or (1)(E) or clause (A) of 
this subparagraph to be included in the label or 
labeling of food is not necessary to assist con-
sumers in maintaining healthy dietary prac-
tices, the Secretary may by regulation remove 
information relating to such nutrient from such 
requirement. 

(3) For food that is received in bulk containers 
at a retail establishment, the Secretary may, by 
regulation, provide that the nutrition informa-
tion required by subparagraphs (1) and (2) be dis-
played at the location in the retail establish-
ment at which the food is offered for sale. 

(4)(A) The Secretary shall provide for furnish-
ing the nutrition information required by sub-
paragraphs (1) and (2) with respect to raw agri-
cultural commodities and raw fish by issuing 
voluntary nutrition guidelines, as provided by 
clause (B) or by issuing regulations that are 
mandatory as provided by clause (D). 

(B)(i) Upon the expiration of 12 months after 
November 8, 1990, the Secretary, after providing 
an opportunity for comment, shall issue guide-
lines for food retailers offering raw agricultural 
commodities or raw fish to provide nutrition in-
formation specified in subparagraphs (1) and (2). 
Such guidelines shall take into account the ac-
tions taken by food retailers during such 12- 
month period to provide to consumers nutrition 
information on raw agricultural commodities 
and raw fish. Such guidelines shall only apply— 

(I) in the case of raw agricultural commod-
ities, to the 20 varieties of vegetables most fre-
quently consumed during a year and the 20 va-
rieties of fruit most frequently consumed dur-
ing a year, and 

(II) to the 20 varieties of raw fish most fre-
quently consumed during a year. 

The vegetables, fruits, and raw fish to which 
such guidelines apply shall be determined by the 
Secretary by regulation and the Secretary may 
apply such guidelines regionally. 

(ii) Upon the expiration of 12 months after No-
vember 8, 1990, the Secretary shall issue a final 

regulation defining the circumstances that con-
stitute substantial compliance by food retailers 
with the guidelines issued under subclause (i). 
The regulation shall provide that there is not 
substantial compliance if a significant number 
of retailers have failed to comply with the 
guidelines. The size of the retailers and the por-
tion of the market served by retailers in compli-
ance with the guidelines shall be considered in 
determining whether the substantial-compliance 
standard has been met. 

(C)(i) Upon the expiration of 30 months after 
November 8, 1990, the Secretary shall issue a re-
port on actions taken by food retailers to pro-
vide consumers with nutrition information for 
raw agricultural commodities and raw fish 
under the guidelines issued under clause (A). 
Such report shall include a determination of 
whether there is substantial compliance with 
the guidelines. 

(ii) If the Secretary finds that there is sub-
stantial compliance with the guidelines, the 
Secretary shall issue a report and make a deter-
mination of the type required in subclause (i) 
every two years. 

(D)(i) If the Secretary determines that there is 
not substantial compliance with the guidelines 
issued under clause (A), the Secretary shall at 
the time such determination is made issue pro-
posed regulations requiring that any person who 
offers raw agricultural commodities or raw fish 
to consumers provide, in a manner prescribed by 
regulations, the nutrition information required 
by subparagraphs (1) and (2). The Secretary shall 
issue final regulations imposing such require-
ments 6 months after issuing the proposed regu-
lations. The final regulations shall become ef-
fective 6 months after the date of their promul-
gation. 

(ii) Regulations issued under subclause (i) may 
require that the nutrition information required 
by subparagraphs (1) and (2) be provided for 
more than 20 varieties of vegetables, 20 varieties 
of fruit, and 20 varieties of fish most frequently 
consumed during a year if the Secretary finds 
that a larger number of such products are fre-
quently consumed. Such regulations shall per-
mit such information to be provided in a single 
location in each area in which raw agricultural 
commodities and raw fish are offered for sale. 
Such regulations may provide that information 
shall be expressed as an average or range per 
serving of the same type of raw agricultural 
commodity or raw fish. The Secretary shall de-
velop and make available to the persons who 
offer such food to consumers the information re-
quired by subparagraphs (1) and (2). 

(iii) Regulations issued under subclause (i) 
shall permit the required information to be pro-
vided in each area of an establishment in which 
raw agricultural commodities and raw fish are 
offered for sale. The regulations shall permit 
food retailers to display the required informa-
tion by supplying copies of the information pro-
vided by the Secretary, by making the informa-
tion available in brochure, notebook or leaflet 
form, or by posting a sign disclosing the infor-
mation. Such regulations shall also permit pres-
entation of the required information to be sup-
plemented by a video, live demonstration, or 
other media which the Secretary approves. 



Page 82 TITLE 21—FOOD AND DRUGS § 343 

(E) For purposes of this subparagraph, the 
term ‘‘fish’’ includes freshwater or marine fin 
fish, crustaceans, and mollusks, including shell-
fish, amphibians, and other forms of aquatic ani-
mal life. 

(F) No person who offers raw agricultural com-
modities or raw fish to consumers may be pros-
ecuted for minor violations of this subparagraph 
if there has been substantial compliance with 
the requirements of this paragraph. 

(5)(A) Subparagraphs (1), (2), (3), and (4) shall 
not apply to food— 

(i) which is served in restaurants or other es-
tablishments in which food is served for imme-
diate human consumption or which is sold for 
sale or use in such establishments, 

(ii) which is processed and prepared pri-
marily in a retail establishment, which is 
ready for human consumption, which is of the 
type described in subclause (i), and which is 
offered for sale to consumers but not for im-
mediate human consumption in such estab-
lishment and which is not offered for sale out-
side such establishment, 

(iii) which is an infant formula subject to 
section 350a of this title, 

(iv) which is a medical food as defined in sec-
tion 360ee(b) of this title, or 

(v) which is described in section 345(2) of this 
title. 

(B) Subparagraphs (1) and (2) shall not apply 
to the label of a food if the Secretary determines 
by regulations that compliance with such sub-
paragraphs is impracticable because the package 
of such food is too small to comply with the re-
quirements of such subparagraphs and if the 
label of such food does not contain any nutrition 
information. 

(C) If a food contains insignificant amounts, as 
determined by the Secretary, of all the nutri-
ents required by subparagraphs (1) and (2) to be 
listed in the label or labeling of food, the re-
quirements of such subparagraphs shall not 
apply to such food if the label, labeling, or ad-
vertising of such food does not make any claim 
with respect to the nutritional value of such 
food. If a food contains insignificant amounts, 
as determined by the Secretary, of more than 
one-half the nutrients required by subpara-
graphs (1) and (2) to be in the label or labeling 
of the food, the Secretary shall require the 
amounts of such nutrients to be stated in a sim-
plified form prescribed by the Secretary. 

(D) If a person offers food for sale and has an-
nual gross sales made or business done in sales 
to consumers which is not more than $500,000 or 
has annual gross sales made or business done in 
sales of food to consumers which is not more 
than $50,000, the requirements of subparagraphs 
(1), (2), (3), and (4) shall not apply with respect 
to food sold by such person to consumers unless 
the label or labeling of food offered by such per-
son provides nutrition information or makes a 
nutrition claim. 

(E)(i) During the 12-month period for which an 
exemption from subparagraphs (1) and (2) is 
claimed pursuant to this subclause, the require-
ments of such subparagraphs shall not apply to 
any food product if— 

(I) the labeling for such product does not 
provide nutrition information or make a claim 
subject to paragraph (r), 

(II) the person who claims for such product 
an exemption from such subparagraphs em-
ployed fewer than an average of 100 full-time 
equivalent employees, 

(III) such person provided the notice de-
scribed in subclause (iii), and 

(IV) in the case of a food product which was 
sold in the 12-month period preceding the pe-
riod for which an exemption was claimed, 
fewer than 100,000 units of such product were 
sold in the United States during such preced-
ing period, or in the case of a food product 
which was not sold in the 12-month period pre-
ceding the period for which such exemption is 
claimed, fewer than 100,000 units of such prod-
uct are reasonably anticipated to be sold in 
the United States during the period for which 
such exemption is claimed. 

(ii) During the 12-month period after the appli-
cable date referred to in this sentence, the re-
quirements of subparagraphs (1) and (2) shall not 
apply to any food product which was first intro-
duced into interstate commerce before May 8, 
1994, if the labeling for such product does not 
provide nutrition information or make a claim 
subject to paragraph (r), if such person provided 
the notice described in subclause (iii), and if— 

(I) during the 12-month period preceding 
May 8, 1994, the person who claims for such 
product an exemption from such subpara-
graphs employed fewer than an average of 300 
full-time equivalent employees and fewer than 
600,000 units of such product were sold in the 
United States, 

(II) during the 12-month period preceding 
May 8, 1995, the person who claims for such 
product an exemption from such subpara-
graphs employed fewer than an average of 300 
full-time equivalent employees and fewer than 
400,000 units of such product were sold in the 
United States, or 

(III) during the 12-month period preceding 
May 8, 1996, the person who claims for such 
product an exemption from such subpara-
graphs employed fewer than an average of 200 
full-time equivalent employees and fewer than 
200,000 units of such product were sold in the 
United States. 

(iii) The notice referred to in subclauses (i) 
and (ii) shall be given to the Secretary prior to 
the beginning of the period during which the ex-
emption under subclause (i) or (ii) is to be in ef-
fect, shall state that the person claiming such 
exemption for a food product has complied with 
the applicable requirements of subclause (i) or 
(ii), and shall— 

(I) state the average number of full-time 
equivalent employees such person employed 
during the 12 months preceding the date such 
person claims such exemption, 

(II) state the approximate number of units 
the person claiming the exemption sold in the 
United States, 

(III) if the exemption is claimed for a food 
product which was sold in the 12-month period 
preceding the period for which the exemption 
was claimed, state the approximate number of 
units of such product which were sold in the 
United States during such preceding period, 
and, if the exemption is claimed for a food 
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product which was not sold in such preceding 
period, state the number of units of such prod-
uct which such person reasonably anticipates 
will be sold in the United States during the pe-
riod for which the exemption was claimed, and 

(IV) contain such information as the Sec-
retary may require to verify the information 
required by the preceding provisions of this 
subclause if the Secretary has questioned the 
validity of such information. 

If a person is not an importer, has fewer than 10 
full-time equivalent employees, and sells fewer 
than 10,000 units of any food product in any 
year, such person is not required to file a notice 
for such product under this subclause for such 
year. 

(iv) In the case of a person who claimed an ex-
emption under subclause (i) or (ii), if, during the 
period of such exemption, the number of full- 
time equivalent employees of such person ex-
ceeds the number in such subclause or if the 
number of food products sold in the United 
States exceeds the number in such subclause, 
such exemption shall extend to the expiration of 
18 months after the date the number of full-time 
equivalent employees or food products sold ex-
ceeded the applicable number. 

(v) For any food product first introduced into 
interstate commerce after May 8, 2002, the Sec-
retary may by regulation lower the employee or 
units of food products requirement of subclause 
(i) if the Secretary determines that the cost of 
compliance with such lower requirement will 
not place an undue burden on persons subject to 
such lower requirement. 

(vi) For purposes of subclauses (i), (ii), (iii), 
(iv), and (v)— 

(I) the term ‘‘unit’’ means the packaging or, 
if there is no packaging, the form in which a 
food product is offered for sale to consumers, 

(II) the term ‘‘food product’’ means food in 
any sized package which is manufactured by a 
single manufacturer or which bears the same 
brand name, which bears the same statement 
of identity, and which has similar preparation 
methods, and 

(III) the term ‘‘person’’ in the case of a cor-
poration includes all domestic and foreign af-
filiates of the corporation. 

(F) A dietary supplement product (including a 
food to which section 350 of this title applies) 
shall comply with the requirements of subpara-
graphs (1) and (2) in a manner which is appro-
priate for the product and which is specified in 
regulations of the Secretary which shall provide 
that— 

(i) nutrition information shall first list 
those dietary ingredients that are present in 
the product in a significant amount and for 
which a recommendation for daily consump-
tion has been established by the Secretary, ex-
cept that a dietary ingredient shall not be re-
quired to be listed if it is not present in a sig-
nificant amount, and shall list any other di-
etary ingredient present and identified as hav-
ing no such recommendation; 

(ii) the listing of dietary ingredients shall 
include the quantity of each such ingredient 
(or of a proprietary blend of such ingredients) 
per serving; 

(iii) the listing of dietary ingredients may 
include the source of a dietary ingredient; and 

(iv) the nutrition information shall imme-
diately precede the ingredient information re-
quired under subclause (i), except that no in-
gredient identified pursuant to subclause (i) 
shall be required to be identified a second 
time. 

(G) Subparagraphs (1), (2), (3), and (4) shall not 
apply to food which is sold by a food distributor 
if the food distributor principally sells food to 
restaurants or other establishments in which 
food is served for immediate human consump-
tion and does not manufacture, process, or re-
package the food it sells. 

(r) Nutrition levels and health-related claims 

(1) Except as provided in clauses (A) through 
(C) of subparagraph (5), if it is a food intended 
for human consumption which is offered for sale 
and for which a claim is made in the label or la-
beling of the food which expressly or by implica-
tion— 

(A) characterizes the level of any nutrient 
which is of the type required by paragraph 
(q)(1) or (q)(2) to be in the label or labeling of 
the food unless the claim is made in accord-
ance with subparagraph (2), or 

(B) characterizes the relationship of any nu-
trient which is of the type required by para-
graph (q)(1) or (q)(2) to be in the label or label-
ing of the food to a disease or a health-related 
condition unless the claim is made in accord-
ance with subparagraph (3) or (5)(D). 

A statement of the type required by paragraph 
(q) that appears as part of the nutrition infor-
mation required or permitted by such paragraph 
is not a claim which is subject to this paragraph 
and a claim subject to clause (A) is not subject 
to clause (B). 

(2)(A) Except as provided in subparagraphs 
(4)(A)(ii) and (4)(A)(iii) and clauses (A) through 
(C) of subparagraph (5), a claim described in sub-
paragraph (1)(A)— 

(i) may be made only if the characterization 
of the level made in the claim uses terms 
which are defined in regulations of the Sec-
retary, 

(ii) may not state the absence of a nutrient 
unless— 

(I) the nutrient is usually present in the 
food or in a food which substitutes for the 
food as defined by the Secretary by regula-
tion, or 

(II) the Secretary by regulation permits 
such a statement on the basis of a finding 
that such a statement would assist consum-
ers in maintaining healthy dietary practices 
and the statement discloses that the nutri-
ent is not usually present in the food, 

(iii) may not be made with respect to the 
level of cholesterol in the food if the food con-
tains, as determined by the Secretary by regu-
lation, fat or saturated fat in an amount 
which increases to persons in the general pop-
ulation the risk of disease or a health related 
condition which is diet related unless— 

(I) the Secretary finds by regulation that 
the level of cholesterol is substantially less 
than the level usually present in the food or 
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in a food which substitutes for the food and 
which has a significant market share, or the 
Secretary by regulation permits a statement 
regarding the absence of cholesterol on the 
basis of a finding that cholesterol is not usu-
ally present in the food and that such a 
statement would assist consumers in main-
taining healthy dietary practices and the 
regulation requires that the statement dis-
close that cholesterol is not usually present 
in the food, and 

(II) the label or labeling of the food dis-
closes the level of such fat or saturated fat 
in immediate proximity to such claim and 
with appropriate prominence which shall be 
no less than one-half the size of the claim 
with respect to the level of cholesterol, 

(iv) may not be made with respect to the 
level of saturated fat in the food if the food 
contains cholesterol unless the label or label-
ing of the food discloses the level of choles-
terol in the food in immediate proximity to 
such claim and with appropriate prominence 
which shall be no less than one-half the size of 
the claim with respect to the level of satu-
rated fat, 

(v) may not state that a food is high in di-
etary fiber unless the food is low in total fat 
as defined by the Secretary or the label or la-
beling discloses the level of total fat in the 
food in immediate proximity to such state-
ment and with appropriate prominence which 
shall be no less than one-half the size of the 
claim with respect to the level of dietary fiber, 
and 

(vi) may not be made if the Secretary by 
regulation prohibits the claim because the 
claim is misleading in light of the level of an-
other nutrient in the food. 

(B) If a claim described in subparagraph (1)(A) 
is made with respect to a nutrient in a food, the 
label or labeling of such food shall contain, 
prominently and in immediate proximity to 
such claim, the following statement: ‘‘See 
lllll for nutrition information.’’. In the 
statement— 

(i) the blank shall identify the panel on 
which the information described in the state-
ment may be found, and 

(ii) if the Secretary determines that the food 
contains a nutrient at a level which increases 
to persons in the general population the risk 
of a disease or health-related condition which 
is diet related, taking into account the signifi-
cance of the food in the total daily diet, the 
statement shall also identify such nutrient. 

(C) Subparagraph (2)(A) does not apply to a 
claim described in subparagraph (1)(A) and con-
tained in the label or labeling of a food if such 
claim is contained in the brand name of such 
food and such brand name was in use on such 
food before October 25, 1989, unless the brand 
name contains a term defined by the Secretary 
under subparagraph (2)(A)(i). Such a claim is 
subject to paragraph (a). 

(D) Subparagraph (2) does not apply to a claim 
described in subparagraph (1)(A) which uses the 
term ‘‘diet’’ and is contained in the label or la-
beling of a soft drink if (i) such claim is con-
tained in the brand name of such soft drink, (ii) 

such brand name was in use on such soft drink 
before October 25, 1989, and (iii) the use of the 
term ‘‘diet’’ was in conformity with section 
105.66 of title 21 of the Code of Federal Regula-
tions. Such a claim is subject to paragraph (a). 

(E) Subclauses (i) through (v) of subparagraph 
(2)(A) do not apply to a statement in the label or 
labeling of food which describes the percentage 
of vitamins and minerals in the food in relation 
to the amount of such vitamins and minerals 
recommended for daily consumption by the Sec-
retary. 

(F) Subclause (i) clause (A) does not apply to 
a statement in the labeling of a dietary supple-
ment that characterizes the percentage level of 
a dietary ingredient for which the Secretary has 
not established a reference daily intake, daily 
recommended value, or other recommendation 
for daily consumption. 

(3)(A) Except as provided in subparagraph (5), 
a claim described in subparagraph (1)(B) may 
only be made— 

(i) if the claim meets the requirements of 
the regulations of the Secretary promulgated 
under clause (B), and 

(ii) if the food for which the claim is made 
does not contain, as determined by the Sec-
retary by regulation, any nutrient in an 
amount which increases to persons in the gen-
eral population the risk of a disease or health- 
related condition which is diet related, taking 
into account the significance of the food in the 
total daily diet, except that the Secretary 
may by regulation permit such a claim based 
on a finding that such a claim would assist 
consumers in maintaining healthy dietary 
practices and based on a requirement that the 
label contain a disclosure of the type required 
by subparagraph (2)(B). 

(B)(i) The Secretary shall promulgate regula-
tions authorizing claims of the type described in 
subparagraph (1)(B) only if the Secretary deter-
mines, based on the totality of publicly avail-
able scientific evidence (including evidence from 
well-designed studies conducted in a manner 
which is consistent with generally recognized 
scientific procedures and principles), that there 
is significant scientific agreement, among ex-
perts qualified by scientific training and experi-
ence to evaluate such claims, that the claim is 
supported by such evidence. 

(ii) A regulation described in subclause (i) 
shall describe— 

(I) the relationship between a nutrient of the 
type required in the label or labeling of food 
by paragraph (q)(1) or (q)(2) and a disease or 
health-related condition, and 

(II) the significance of each such nutrient in 
affecting such disease or health-related condi-
tion. 

(iii) A regulation described in subclause (i) 
shall require such claim to be stated in a man-
ner so that the claim is an accurate representa-
tion of the matters set out in subclause (ii) and 
so that the claim enables the public to com-
prehend the information provided in the claim 
and to understand the relative significance of 
such information in the context of a total daily 
diet. 

(4)(A)(i) Any person may petition the Sec-
retary to issue a regulation under subparagraph 



Page 85 TITLE 21—FOOD AND DRUGS § 343 

(2)(A)(i) or (3)(B) relating to a claim described in 
subparagraph (1)(A) or (1)(B). Not later than 100 
days after the petition is received by the Sec-
retary, the Secretary shall issue a final decision 
denying the petition or file the petition for fur-
ther action by the Secretary. If the Secretary 
denies the petition, the petition shall not be 
made available to the public. If the Secretary 
files the petition, the Secretary shall deny the 
petition or issue a proposed regulation to take 
the action requested in the petition not later 
than 90 days after the date of such decision. 

(ii) Any person may petition the Secretary for 
permission to use in a claim described in sub-
paragraph (1)(A) terms that are consistent with 
the terms defined by the Secretary under sub-
paragraph (2)(A)(i). Within 90 days of the sub-
mission of such a petition, the Secretary shall 
issue a final decision denying the petition or 
granting such permission. 

(iii) Any person may petition the Secretary 
for permission to use an implied claim described 
in subparagraph (1)(A) in a brand name. After 
publishing notice of an opportunity to comment 
on the petition in the Federal Register and mak-
ing the petition available to the public, the Sec-
retary shall grant the petition if the Secretary 
finds that such claim is not misleading and is 
consistent with terms defined by the Secretary 
under subparagraph (2)(A)(i). The Secretary 
shall grant or deny the petition within 100 days 
of the date it is submitted to the Secretary and 
the petition shall be considered granted if the 
Secretary does not act on it within such 100 
days. 

(B) A petition under clause (A)(i) respecting a 
claim described in subparagraph (1)(A) or (1)(B) 
shall include an explanation of the reasons why 
the claim meets the requirements of this para-
graph and a summary of the scientific data 
which supports such reasons. 

(C) If a petition for a regulation under sub-
paragraph (3)(B) relies on a report from an au-
thoritative scientific body of the United States, 
the Secretary shall consider such report and 
shall justify any decision rejecting the conclu-
sions of such report. 

(5)(A) This paragraph does not apply to infant 
formulas subject to section 350a(h) of this title 
and medical foods as defined in section 360ee(b) 
of this title. 

(B) Subclauses (iii) through (v) of subpara-
graph (2)(A) and subparagraph (2)(B) do not 
apply to food which is served in restaurants or 
other establishments in which food is served for 
immediate human consumption or which is sold 
for sale or use in such establishments. 

(C) A subparagraph (1)(A) claim made with re-
spect to a food which claim is required by a 
standard of identity issued under section 341 of 
this title shall not be subject to subparagraph 
(2)(A)(i) or (2)(B). 

(D) A subparagraph (1)(B) claim made with re-
spect to a dietary supplement of vitamins, min-
erals, herbs, or other similar nutritional sub-
stances shall not be subject to subparagraph (3) 
but shall be subject to a procedure and standard, 
respecting the validity of such claim, estab-
lished by regulation of the Secretary. 

(6) For purposes of paragraph (r)(1)(B), a state-
ment for a dietary supplement may be made if— 

(A) the statement claims a benefit related to 
a classical nutrient deficiency disease and dis-
closes the prevalence of such disease in the 
United States, describes the role of a nutrient 
or dietary ingredient intended to affect the 
structure or function in humans, characterizes 
the documented mechanism by which a nutri-
ent or dietary ingredient acts to maintain 
such structure or function, or describes gen-
eral well-being from consumption of a nutri-
ent or dietary ingredient, 

(B) the manufacturer of the dietary supple-
ment has substantiation that such statement 
is truthful and not misleading, and 

(C) the statement contains, prominently dis-
played and in boldface type, the following: 
‘‘This statement has not been evaluated by the 
Food and Drug Administration. This product 
is not intended to diagnose, treat, cure, or pre-
vent any disease.’’. 

A statement under this subparagraph may not 
claim to diagnose, mitigate, treat, cure, or pre-
vent a specific disease or class of diseases. If the 
manufacturer of a dietary supplement proposes 
to make a statement described in the first sen-
tence of this subparagraph in the labeling of the 
dietary supplement, the manufacturer shall no-
tify the Secretary no later than 30 days after the 
first marketing of the dietary supplement with 
such statement that such a statement is being 
made. 

(s) Dietary supplements 

If— 
(1) it is a dietary supplement; and 
(2)(A) the label or labeling of the supplement 

fails to list— 
(i) the name of each ingredient of the sup-

plement that is described in section 321(ff) of 
this title; and 

(ii)(I) the quantity of each such ingredient; 
or 

(II) with respect to a proprietary blend of 
such ingredients, the total quantity of all in-
gredients in the blend; 

(B) the label or labeling of the dietary sup-
plement fails to identify the product by using 
the term ‘‘dietary supplement’’, which term 
may be modified with the name of such an in-
gredient; 

(C) the supplement contains an ingredient 
described in section 321(ff)(1)(C) of this title, 
and the label or labeling of the supplement 
fails to identify any part of the plant from 
which the ingredient is derived; 

(D) the supplement— 
(i) is covered by the specifications of an of-

ficial compendium; 
(ii) is represented as conforming to the 

specifications of an official compendium; 
and 

(iii) fails to so conform; or 

(E) the supplement— 
(i) is not covered by the specifications of 

an official compendium; and 
(ii)(I) fails to have the identity and 

strength that the supplement is represented 
to have; or 

(II) fails to meet the quality (including 
tablet or capsule disintegration), purity, or 
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compositional specifications, based on vali-
dated assay or other appropriate methods, 
that the supplement is represented to meet. 

A dietary supplement shall not be deemed mis-
branded solely because its label or labeling con-
tains directions or conditions of use or warn-
ings. 

(June 25, 1938, ch. 675, § 403, 52 Stat. 1047; June 29, 
1960, Pub. L. 86–537, § 1, 74 Stat. 251; July 12, 1960, 
Pub. L. 86–618, title I, § 102(a)(3), 74 Stat. 398; 
Dec. 30, 1970, Pub. L. 91–601, § 6(c), formerly § 7(c), 
84 Stat. 1673, renumbered Aug. 13, 1981, Pub. L. 
97–35, title XII, § 1205(c), 95 Stat. 716; Apr. 22, 
1976, Pub. L. 94–278, title V, § 502(a)(1), 90 Stat. 
411; Nov. 23, 1977, Pub. L. 95–203, § 4(a)(1), (b)(1), 
91 Stat. 1452, 1453; Nov. 8, 1990, Pub. L. 101–535, 
§§ 2(a), 3(a), 7, 104 Stat. 2353, 2357, 2364; Aug. 17, 
1991, Pub. L. 102–108, § 2(a), (c), 105 Stat. 549; Oct. 
29, 1992, Pub. L. 102–571, title I, § 107(5), (6), 106 
Stat. 4499; Aug. 13, 1993, Pub. L. 103–80, §§ 2(b), 
3(j), 107 Stat. 773, 776; Oct. 25, 1994, Pub. L. 
103–417, §§ 6, 7(a)–(c), 10(c), 108 Stat. 4329, 4330, 
4332.) 

REFERENCES IN TEXT 

The National Environmental Policy Act of 1969, re-

ferred to in par. (p)(4), is Pub. L. 91–190, Jan. 1, 1970, 83 

Stat. 852, as amended, which is classified generally to 

chapter 55 (§ 4321 et seq.) of Title 42, The Public Health 

and Welfare. For complete classification of this Act to 

the Code, see Short Title note set out under section 

4321 of Title 42 and Tables. 

AMENDMENTS 

1994—Par. (q)(5)(F). Pub. L. 103–417, § 7(b), amended cl. 

(F) generally. Prior to amendment, cl. (F) read as fol-

lows: ‘‘If a food to which section 350 of this title applies 

(as defined in section 350(c) of this title) contains one 

or more of the nutrients required by subparagraph (1) 

or (2) to be in the label or labeling of the food, the label 

or labeling of such food shall comply with the require-

ments of subparagraphs (1) and (2) in a manner which 

is appropriate for such food and which is specified in 

regulations of the Secretary.’’ 

Par. (r)(2)(F). Pub. L. 103–417, § 7(c), added cl. (F). 

Par. (r)(6). Pub. L. 103–417, § 6, added subpar. (6). 

Par. (s). Pub. L. 103–417, § 10(c), inserted at end: ‘‘A di-

etary supplement shall not be deemed misbranded sole-

ly because its label or labeling contains directions or 

conditions of use or warnings.’’ 

Pub. L. 103–417, § 7(a), added par. (s). 

1993—Par. (e). Pub. L. 103–80, § 3(j)(1), substituted 

‘‘count, except that’’ for ‘‘count: Provided, That’’. 

Par. (i). Pub. L. 103–80, § 3(j)(2), substituted ‘‘unless 

sold as spices, flavorings, or such colors’’ for ‘‘, other 

than those sold as such’’ and ‘‘naming each. To the ex-

tent’’ for ‘‘naming each: Provided, That, to the extent’’. 

Par. (k). Pub. L. 103–80, § 3(j)(3), substituted ‘‘, except 

that’’ for ‘‘: Provided, That’’. 

Par. (l). Pub. L. 103–80, § 3(j)(4), substituted ‘‘chemical, 

except that’’ for ‘‘chemical: Provided, however, That’’. 

Par. (q)(5)(E) to (G). Pub. L. 103–80, § 2(b), added cl. (E) 

and redesignated former cls. (E) and (F) as (F) and (G), 

respectively. 

Par. (r)(1)(B). Pub. L. 103–80, § 3(j)(5), substituted 

‘‘(5)(D)’’ for ‘‘5(D)’’. 

Par. (r)(4)(B). Pub. L. 103–80, § 3(j)(6), substituted 

‘‘paragraph’’ for ‘‘subsection’’. 

1992—Par. (i). Pub. L. 102–571, § 107(5), substituted 

‘‘379e(c)’’ for ‘‘376(c)’’. 

Par. (m). Pub. L. 102–571, § 107(6), substituted ‘‘379e’’ 

for ‘‘376’’. 

1991—Par. (i). Pub. L. 102–108, § 2(c), amended direc-

tory language of Pub. L. 101–535, § 7(1), (3). See 1990 

Amendment note below. 

Par. (q)(4)(A). Pub. L. 102–108, § 2(a), substituted ‘‘(D)’’ 

for ‘‘(C)’’. 
1990—Par. (i). Pub. L. 101–535, § 7, as amended by Pub. 

L. 102–108, § 2(c), substituted ‘‘Unless’’ for ‘‘If it is not 

subject to the provisions of paragraph (g) unless’’, in-

serted ‘‘and if the food purports to be a beverage con-

taining vegetable or fruit juice, a statement with ap-

propriate prominence on the information panel of the 

total percentage of such fruit or vegetable juice con-

tained in the food’’, and substituted ‘‘colors not re-

quired to be certified under section 376(c) of this title’’ 

for ‘‘colorings’’ the first time appearing. 
Par. (q). Pub. L. 101–535, § 2(a), added par. (q). 
Par. (r). Pub. L. 101–535, § 3(a), added par. (r). 
1977—Par. (o). Pub. L. 95–203, § 4(a)(1), added par. (o). 

Par. (p). Pub. L. 95–203, § 4(b)(1), added par. (p). 
1976—Par. (a). Pub. L. 94–278 inserted ‘‘(1)’’ after ‘‘If’’ 

and inserted ‘‘, or (2) in the case of a food to which sec-

tion 350 of this title applies, its advertising is false or 

misleading in a material respect or its labeling is in 

violation of section 350(b)(2) of this title’’ after ‘‘any 

particular’’. 
1970—Par. (n). Pub. L. 91–601 added par. (n). 
1960—Par. (k). Pub. L. 86–537, § 1(1), exempted pes-

ticide chemicals when used in or on a raw agricultural 

commodity which is the produce of the soil. 
Par. (l). Pub. L. 86–537, § 1(2), added par. (l). 
Par. (m). Pub. L. 86–618 added par. (m). 

EFFECTIVE DATE OF 1994 AMENDMENT 

Section 7(e) of Pub. L. 103–417 provided that: ‘‘Dietary 

supplements— 
‘‘(1) may be labeled after the date of the enactment 

of this Act [Oct. 25, 1994] in accordance with the 

amendments made by this section [amending this 

section and section 350 of this title], and 
‘‘(2) shall be labeled after December 31, 1996, in ac-

cordance with such amendments.’’ 

EFFECTIVE DATE OF 1990 AMENDMENT 

Section 10(a) of Pub. L. 101–535, as amended by Pub. 

L. 102–571, title II, § 202(a)(3), Oct. 29, 1992, 106 Stat. 4501, 

provided that: 
‘‘(1) Except as provided in paragraph (2)— 

‘‘(A) the amendments made by section 2 [amending 

this section] shall take effect 6 months after— 
‘‘(i) the date of the promulgation of all final regu-

lations required to implement section 403(q) of the 

Federal Food, Drug, and Cosmetic Act [21 U.S.C. 

343(q)], or 
‘‘(ii) if such regulations are not promulgated, the 

date proposed regulations are to be considered as 

such final regulations [Nov. 8, 1992, see 57 F.R. 

56347], 
except that section 403(q)(4) of such Act shall take ef-

fect as prescribed by such section, 
‘‘(B) the amendments made by section 3 [amending 

this section] shall take effect 6 months after— 
‘‘(i) the date of the promulgation of final regula-

tions to implement section 403(r) of the Federal 

Food, Drug, and Cosmetic Act, or 
‘‘(ii) if such regulations are not promulgated, the 

date proposed regulations are to be considered as 

such final regulations [Nov. 8, 1992, see 57 F.R. 

56347], except that any person marketing a food the 

brand name of which contains a term defined by the 

Secretary under section 403(r)(2)(A)(i) of the Fed-

eral Food, Drug, and Cosmetic Act shall be given an 

additional 6 months to comply with section 3, 
‘‘(C) the amendments made by section 4 [amending 

section 337 of this title] shall take effect 24 months 

after the date of the enactment of this Act [Nov. 8, 

1990], except that such amendments shall take effect 

with respect to such dietary supplements [probably 

means dietary supplements of vitamins, minerals, 

herbs, or other similar nutritional substances, see 

section 202(a)(1) of Pub. L. 102–571, set out below] on 

December 31, 1993, and 
‘‘(D) the amendments made by section 5 [amending 

sections 321 and 345 of this title] shall take effect on 
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the date the amendments made by section 3 take ef-

fect. 

‘‘(2) Section 403(q) of the Federal Food, Drug, and 

Cosmetic Act (as added by section 2) shall not apply 

with respect to food which was labeled before the effec-

tive date of the amendments made by section 2 and sec-

tion 403(r) of the Federal Food, Drug, and Cosmetic Act 

(as added by section 3) shall not apply with respect to 

food which was labeled before the effective date of the 

amendments made by section 3. 

‘‘(3)(A) If the Secretary finds that a person who is 

subject to section 403(q)(4) of such Act is unable to 

comply with the requirements of such section upon the 

effective date of final regulations to implement section 

403(q) of such Act or of proposed regulations to be con-

sidered as such final regulations because the Secretary 

has not made available to such person the information 

required by such section, the Secretary shall delay the 

application of such section to such person for such time 

as the Secretary may require to provide such informa-

tion. 

‘‘(B) If the Secretary finds that compliance with sec-

tion 403(q) or 403(r)(2) of such Act would cause an undue 

economic hardship, the Secretary may delay the appli-

cation of such sections for no more than one year.’’ 

Section 10(c) of Pub. L. 101–535, as amended by Pub. 

L. 102–108, § 1, Aug. 17, 1991, 105 Stat. 549; Pub. L. 102–571, 

title I, § 107(17), Oct. 29, 1992, 106 Stat. 4500, provided 

that: 

‘‘(1) Except as provided in paragraphs (2) and (3), the 

amendments made by section 7 [amending this section] 

shall take effect one year after the date of the enact-

ment of this Act [Nov. 8, 1990]. 

‘‘(2)(A) If a food subject to section 403(g) of the Fed-

eral Food, Drug, and Cosmetic Act [21 U.S.C. 343(g)] or 

a food with one or more colors required to be certified 

under section 721(c) [of the Federal Food, Drug, and 

Cosmetic Act, 21 U.S.C. 379e(c)] bears a label which was 

printed before July 1, 1991, and which is attached to the 

food before May 8, 1993, such food shall not be subject 

to the amendments made by section 7(1) and section 

7(3) [amending this section]. 

‘‘(B) If a food described in subparagraph (A)— 

‘‘(i) bears a label which was printed after July 1, 

1991, but before the date the proposed regulation de-

scribed in clause (ii) takes effect as a final regulation 

and which was attached to the food before May 8, 

1993, and 

‘‘(ii) meets the requirements of the proposed regu-

lation of the Secretary of Health and Human Services 

published in 56 Fed. Reg. 28592–28636 (June 21, 1991) as 

it pertains to the amendments made by this Act [see 

Short Title of 1990 Amendment note set out under 

section 301 of this title], 

such food shall not be subject to the amendments made 

by section 7(1) and section 7(3) [amending this section]. 

‘‘(3) A food purported to be a beverage containing a 

vegetable or fruit juice which bears a label attached to 

the food before May 8, 1993, shall not be subject to the 

amendments made by section 7(2) [amending this sec-

tion].’’ 

EFFECTIVE DATE OF 1977 AMENDMENT 

Section 4(a)(2) of Pub. L. 95–203 provided that: ‘‘The 

amendment made by paragraph (1) [amending this sec-

tion] shall apply only with respect to food introduced 

or delivered for introduction in interstate commerce on 

and after the 90th day after the date of the enactment 

of this Act [Nov. 23, 1977].’’ 

Section 4(b)(2) of Pub. L. 95–203 provided that: ‘‘The 

amendment made by paragraph (1) [amending this sec-

tion] shall apply with respect to food which is sold in 

retail establishments on or after the 90th day after the 

effective date of the regulations of the Secretary of 

Health, Education, and Welfare [now Secretary of 

Health and Human Services] under paragraph (p)(4) of 

the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 

343(p)(4)].’’ 

EFFECTIVE DATE OF 1976 AMENDMENT 

Amendment by Pub. L. 94–278 effective 180 days after 

Apr. 22, 1976, see section 502(c) of Pub. L. 94–278, set out 

as a note under section 334 of this title. 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–601 effective Dec. 30, 1970, 

and regulations establishing special packaging stand-

ards effective no sooner than 180 days or later than one 

year from date regulations are final, or an earlier date 

published in Federal Register, see section 8 of Pub. L. 

91–601, set out as an Effective Date note under section 

1471 of Title 15, Commerce and Trade. 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to the provisions of section 203 of Pub. L. 86–618, 

see section 202 of Pub. L. 86–618, set out as a note under 

section 379e of this title. 

EFFECTIVE DATE; POSTPONEMENT 

Subsecs. (e)(1) and (g) to (k) effective Jan. 1, 1940, and 

such subsections effective July 1, 1940, as provided by 

regulations for certain lithographed labeling and con-

tainers bearing certain labeling, see act June 23, 1939, 

ch. 242, 53 Stat. 853, set out as an Effective Date; Post-

ponement in Certain Cases note under section 301 of 

this title. 

CONSTRUCTION OF AMENDMENTS BY PUB. L. 101–535 

Section 9 of Pub. L. 101–535 provided that: ‘‘The 

amendments made by this Act [enacting section 343–1 

of this title and amending this section and sections 321, 

337, 345, and 371 of this title] shall not be construed to 

alter the authority of the Secretary of Health and 

Human Services and the Secretary of Agriculture under 

the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 

et seq.], the Federal Meat Inspection Act [21 U.S.C. 601 

et seq.], the Poultry Products Inspection Act [21 U.S.C. 

451 et seq.], and the Egg Products Inspection Act [21 

U.S.C. 1031 et seq.].’’ 

REGULATIONS 

Section 2(b) of Pub. L. 101–535, as amended by Pub. L. 

102–571, title II, § 202(a)(2)(A), (B), Oct. 29, 1992, 106 Stat. 

4500, 4501, provided that: 

‘‘(1) The Secretary of Health and Human Services 

shall issue proposed regulations to implement section 

403(q) of the Federal Food, Drug, and Cosmetic Act [21 

U.S.C. 343(q)] within 12 months after the date of the en-

actment of this Act [Nov. 8, 1990], except that the Sec-

retary shall issue, not later than June 15, 1993, proposed 

regulations that are applicable to dietary supplements 

of vitamins, minerals, herbs, or other similar nutri-

tional substances to implement such section. Not later 

than 24 months after the date of the enactment of this 

Act, the Secretary shall issue final regulations to im-

plement the requirements of such section, except that 

the Secretary shall issue, not later than December 31, 

1993, such a final regulation applicable to dietary sup-

plements of vitamins, minerals, herbs, or other similar 

nutritional substances..[sic] Such regulations shall— 

‘‘(A) require the required information to be con-

veyed to the public in a manner which enables the 

public to readily observe and comprehend such infor-

mation and to understand its relative significance in 

the context of a total daily diet, 

‘‘(B) include regulations which establish standards, 

in accordance with paragraph (1)(A), to define serving 

size or other unit of measure for food, 

‘‘(C) permit the label or labeling of food to include 

nutrition information which is in addition to the in-

formation required by such section 403(q) and which 

is of the type described in subparagraph (1) or (2) of 

such section, and 

‘‘(D) permit the nutrition information on the label 

or labeling of a food to remain the same or permit the 

information to be stated as a range even though (i) 



Page 88 TITLE 21—FOOD AND DRUGS § 343 

there are minor variations in the nutritional value of 

the food which occur in the normal course of the pro-

duction or processing of the food, or (ii) the food is 

comprised of an assortment of similar foods which 

have variations in nutritional value. 
‘‘(2) If the Secretary of Health and Human Services 

does not promulgate final regulations under paragraph 

(1) upon the expiration of 24 months after the date of 

the enactment of this Act, the proposed regulations is-

sued in accordance with paragraph (1) shall be consid-

ered as the final regulations upon the expiration of 

such 24 months, except that the proposed regulations 

applicable to dietary supplements of vitamins, min-

erals, herbs, or other similar nutritional substances 

shall not be considered to be final regulations until De-

cember 31, 1993. There shall be promptly published in 

the Federal Register notice of new status of the pro-

posed regulations [see 57 F.R. 56347]. 
‘‘(3) If the Secretary of Health and Human Services 

does not promulgate final regulations under section 

403(q)(4) of the Federal Food, Drug, and Cosmetic Act 

upon the expiration of 6 months after the date on which 

the Secretary makes a finding that there has been no 

substantial compliance with section 403(q)(4)(C) of such 

Act, the proposed regulations issued in accordance with 

such section shall be considered as the final regulations 

upon the expiration of such 6 months. There shall be 

promptly published in the Federal Register notice of 

new status of the proposed regulations.’’ 
[Section 202(a)(2)(C) of Pub. L. 102–571 provided that: 

‘‘The amendments made by subparagraph (B) [amend-

ing sections 2(b) and 3(b) of Pub. L. 101–535, set out 

above and below] shall not be construed to modify the 

effective date of final regulations under sections 2(b) 

and 3(b) of the Nutrition Labeling and Education Act of 

1990 [Pub. L. 101–535] (21 U.S.C. 343 note) with respect to 

foods that are not such dietary supplements.’’] 
Section 3(b) of Pub. L. 101–535, as amended by Pub. L. 

102–571, title II, § 202(a)(2)(A), (B), Oct. 29, 1992, 106 Stat. 

4500, 4501, provided that: 
‘‘(1)(A) Within 12 months of the date of the enactment 

of this Act [Nov. 8, 1990], the Secretary of Health and 

Human Services shall issue proposed regulations to im-

plement section 403(r) of the Federal Food, Drug, and 

Cosmetic Act [21 U.S.C. 343(r)], except that the Sec-

retary shall issue, not later than June 15, 1993, proposed 

regulations that are applicable to dietary supplements 

of vitamins, minerals, herbs, or other similar nutri-

tional substances to implement such section. Such reg-

ulations— 
‘‘(i) shall identify claims described in section 

403(r)(1)(A) of such Act which comply with section 

403(r)(2) of such Act, 
‘‘(ii) shall identify claims described in section 

403(r)(1)(B) of such Act which comply with section 

403(r)(3) of such Act, 
‘‘(iii) shall, in defining terms used to characterize 

the level of any nutrient in food under section 

403(r)(2)(A)(i) of such Act, define— 
‘‘(I) free, 
‘‘(II) low, 
‘‘(III) light or lite, 
‘‘(IV) reduced, 
‘‘(V) less, and 
‘‘(VI) high, 

unless the Secretary finds that the use of any such 

term would be misleading, 
‘‘(iv) shall permit statements describing the 

amount and percentage of nutrients in food which are 

not misleading and are consistent with the terms de-

fined in section 403(r)(2)(A)(i) of such Act, 
‘‘(v) shall provide that if multiple claims subject to 

section 403(r)(1)(A) of such Act are made on a single 

panel of the food label or page of a labeling brochure, 

a single statement may be made to satisfy section 

403(r)(2)(B) of such Act, 
‘‘(vi) shall determine whether claims respecting the 

following nutrients and diseases meet the require-

ments of section 403(r)(3) of such Act: Calcium and 

osteoporosis, dietary fiber and cancer, lipids and car-

diovascular disease, lipids and cancer, sodium and hy-

pertension, and dietary fiber and cardiovascular dis-

ease, 

‘‘(vii) shall not require a person who proposes to 

make a claim described in section 403(r)(1)(B) of such 

Act which is in compliance with such regulations to 

secure the approval of the Secretary before making 

such claim, 

‘‘(viii) may permit a claim described in section 

403(r)(1)(A) of such Act to be made for butter, 

‘‘(ix) may, in defining terms under section 

403(r)(2)(A)(i), include similar terms which are com-

monly understood to have the same meaning, and 

‘‘(x) shall establish, as required by section 

403(r)(5)(D), the procedure and standard respecting 

the validity of claims made with respect to a dietary 

supplement of vitamins, minerals, herbs, or other 

similar nutritional substances and shall determine 

whether claims respecting the following nutrients 

and diseases meet the requirements of section 

403(r)(5)(D) of such Act: folic acid and neural tube de-

fects, antioxident [sic] vitamins and cancer, zinc and 

immune function in the elderly, and omega-3 fatty 

acids and heart disease. 

‘‘(B) Not later than 24 months after the date of the 

enactment of this Act, the Secretary shall issue final 

regulations to implement section 403(r) of the Federal 

Food, Drug, and Cosmetic Act, except that the Sec-

retary shall issue, not later than December 31, 1993, 

such a final regulation applicable to dietary supple-

ments of vitamins, minerals, herbs, or other similar nu-

tritional substances..[sic] 

‘‘(2) If the Secretary does not promulgate final regu-

lations under paragraph (1)(B) upon the expiration of 24 

months after the date of the enactment of this Act, the 

proposed regulations issued in accordance with para-

graph (1)(A) shall be considered as the final regulations 

upon the expiration of such 24 months, except that the 

proposed regulations applicable to dietary supplements 

of vitamins, minerals, herbs, or other similar nutri-

tional substances shall not be considered to be final 

regulations until December 31, 1993. There shall be 

promptly published in the Federal Register notice of 

the new status of the proposed regulations [see 57 F.R. 

56347].’’ 

[For construction of amendment made by section 

202(a)(2)(B) of Pub. L. 102–571 to section 3(b) of Pub. L. 

101–535 set out above, see section 202(a)(2)(C) of Pub. L. 

102–571 set out above following section 2(b) of Pub. L. 

101–535.] 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

COMMISSION ON DIETARY SUPPLEMENT LABELS 

Section 12 of Pub. L. 103–417 provided that: 

‘‘(a) ESTABLISHMENT.—There shall be established as 

an independent agency within the executive branch a 

commission to be known as the Commission on Dietary 

Supplement Labels (hereafter in this section referred 

to as the ‘Commission’). 

‘‘(b) MEMBERSHIP.— 

‘‘(1) COMPOSITION.—The Commission shall be com-

posed of 7 members who shall be appointed by the 

President. 

‘‘(2) EXPERTISE REQUIREMENT.—The members of the 

Commission shall consist of individuals with exper-

tise and experience in dietary supplements and in the 

manufacture, regulation, distribution, and use of 

such supplements. At least three of the members of 

the Commission shall be qualified by scientific train-

ing and experience to evaluate the benefits to health 

of the use of dietary supplements and one of such 

three members shall have experience in pharmacog-
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nosy, medical botany, traditional herbal medicine, or 

other related sciences. Members and staff of the Com-

mission shall be without bias on the issue of dietary 

supplements. 

‘‘(c) FUNCTIONS OF THE COMMISSION.—The Commission 

shall conduct a study on, and provide recommendations 

for, the regulation of label claims and statements for 

dietary supplements, including the use of literature in 

connection with the sale of dietary supplements and 

procedures for the evaluation of such claims. In mak-

ing such recommendations, the Commission shall 

evaluate how best to provide truthful, scientifically 

valid, and not misleading information to consumers so 

that such consumers may make informed and appro-

priate health care choices for themselves and their 

families. 

‘‘(d) ADMINISTRATIVE POWERS OF THE COMMISSION.— 

‘‘(1) HEARINGS.—The Commission may hold hear-

ings, sit and act at such times and places, take such 

testimony, and receive such evidence as the Commis-

sion considers advisable to carry out the purposes of 

this section. 

‘‘(2) INFORMATION FROM FEDERAL AGENCIES.—The 

Commission may secure directly from any Federal 

department or agency such information as the Com-

mission considers necessary to carry out the provi-

sions of this section. 

‘‘(3) AUTHORIZATION OF APPROPRIATIONS.—There are 

authorized to be appropriated such sums as may be 

necessary to carry out this section. 

‘‘(e) REPORTS AND RECOMMENDATIONS.— 

‘‘(1) FINAL REPORT REQUIRED.—Not later than 24 

months after the date of enactment of this Act [Oct. 

25, 1994], the Commission shall prepare and submit to 

the President and to the Congress a final report on 

the study required by this section. 

‘‘(2) RECOMMENDATIONS.—The report described in 

paragraph (1) shall contain such recommendations, 

including recommendations for legislation, as the 

Commission deems appropriate. 

‘‘(3) ACTION ON RECOMMENDATIONS.—Within 90 days 

of the issuance of the report under paragraph (1), the 

Secretary of Health and Human Services shall pub-

lish in the Federal Register a notice of any recom-

mendation of Commission for changes in regulations 

of the Secretary for the regulation of dietary supple-

ments and shall include in such notice a notice of 

proposed rulemaking on such changes together with 

an opportunity to present views on such changes. 

Such rulemaking shall be completed not later than 2 

years after the date of the issuance of such report. If 

such rulemaking is not completed on or before the ex-

piration of such 2 years, regulations of the Secretary 

published in 59 FR 395–426 on January 4, 1994, shall 

not be in effect.’’ 

EXTENSION OF COMPLIANCE DEADLINE FOR CERTAIN 

FOOD PRODUCTS PACKAGED PRIOR TO AUGUST 8, 1994 

Pub. L. 103–261, May 26, 1994, 108 Stat. 705, provided: 

‘‘That before August 8, 1994, sections 403(q) and 403(r)(2) 

of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 

343(q), (r)(2)] and the provision of section 403(i) of such 

Act added by section 7(2) of the Nutrition Labeling and 

Education Act of 1990 [Pub. L. 101–535], shall not apply 

with respect to a food product which is contained in a 

package for which the label was printed before May 8, 

1994 (or before August 8, 1994, in the case of a juice or 

milk food product if the person responsible for the la-

beling of such food product exercised due diligence in 

obtaining before such date labels which are in compli-

ance with such sections 403(q) and 403(r)(2) and such 

provision of section 403(i)), if, before June 15, 1994, the 

person who introduces or delivers for introduction such 

food product into interstate commerce submits to the 

Secretary of Health and Human Services a certification 

that such person will comply with this section and will 

comply with such sections 403(q) and 403(r)(2) and such 

provision of section 403(i) after August 8, 1994.’’ 

LIMITATIONS ON APPLICATION OF SMALL BUSINESS 

EXEMPTION 

Section 2(a) of Pub. L. 103–80 provided that: 

‘‘(1) BEFORE MAY 8, 1995.—Before May 8, 1995, the ex-

emption provided by section 403(q)(5)(D) of the Federal 

Food, Drug, and Cosmetic Act [21 U.S.C. 343(q)(5)(D)] 

shall be available in accordance with the regulations of 

the Secretary of Health and Human Services published 

at 21 C.F.R. 101.9(j)(1)(i)(1993). 

‘‘(2) AFTER MAY 8, 1995.—After May 8, 1995, the exemp-

tion provided by section 403(q)(5)(D) of the Federal 

Food, Drug, and Cosmetic Act shall only be available 

with respect to food when it is sold to consumers.’’ 

PROHIBITION ON IMPLEMENTATION OF PUB. L. 101–535 

WITH RESPECT TO DIETARY SUPPLEMENTS 

Section 202(a)(1) of Pub. L. 102–571 provided that: 

‘‘Notwithstanding any other provision of law and ex-

cept as provided in subsection (b) [set out as a note 

below] and in the amendment made by paragraph (2)(A) 

[amending provisions set out as notes above], the Sec-

retary of Health and Human Services may not imple-

ment the Nutrition Labeling and Education Act of 1990 

(Public Law 101–535; 104 Stat. 2353) [see Short Title of 

1990 Amendments note set out under section 301 of this 

title], or any amendment made by such Act, earlier 

than December 15, 1993, with respect to dietary supple-

ments of vitamins, minerals, herbs, or other similar nu-

tritional substances.’’ 

HEALTH CLAIMS MADE WITH RESPECT TO DIETARY 

SUPPLEMENTS 

Section 202(b) of Pub. L. 102–571 provided that: ‘‘Not-

withstanding section 403(r)(5)(D) of the Federal Food, 

Drug, and Cosmetic Act (21 U.S.C. 343(r)(5)(D)) and sub-

section (a) [enacting provisions set out as notes above 

and amending provisions set out as notes above and 

under section 343–1 of this title], the Secretary of 

Health and Human Services may, earlier than Decem-

ber 15, 1993, approve claims made with respect to di-

etary supplements of vitamins, minerals, herbs, or 

other similar nutritional substances that are claims de-

scribed in clauses (vi) and (x) of section 3(b)(1)(A) of the 

Nutrition Labeling and Education Act of 1990 [Pub. L. 

101–535] (21 U.S.C. 343 note).’’ 

UNITED STATES RECOMMENDED DAILY ALLOWANCES OF 

VITAMINS OR MINERALS 

Section 203 of Pub. L. 102–571 provided that: ‘‘Not-

withstanding any other provision of Federal law, no 

regulations that require the use of, or are based upon, 

recommended daily allowances of vitamins or minerals 

may be promulgated before November 8, 1993 (other 

than regulations establishing the United States rec-

ommended daily allowances specified at section 

101.9(c)(7)(iv) of title 21, Code of Federal Regulations, as 

in effect on October 6, 1992, or regulations under section 

403(r)(1)(A) of the Federal Food, Drug, and Cosmetic 

Act (21 U.S.C. 343(r)(1)(A)) that are based on such rec-

ommended daily allowances).’’ 

CONSUMER EDUCATION 

Section 2(c) of Pub. L. 101–535 provided that: ‘‘The 

Secretary of Health and Human Services shall carry 

out activities which educate consumers about— 

‘‘(1) the availability of nutrition information in the 

label or labeling of food, and 

‘‘(2) the importance of that information in main-

taining healthy dietary practices.’’ 

STUDIES CONCERNING CARCINOGENIC AND OTHER TOXIC 

SUBSTANCES IN FOOD AND IMPURITIES IN AND TOX-

ICITY OF SACCHARIN 

Section 2 of Pub. L. 95–203 directed Secretary of 

Health, Education, and Welfare to conduct a study con-

cerning carcinogenic and other toxic substances in food 

and impurities in and toxicity of saccharin and make a 

report respecting the carcinogenic and other sub-
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stances to Committee on Human Resources of the Sen-

ate within 12 months of Nov. 23, 1977, and a report re-

specting saccharin to such committee within 15 months 

of Nov. 23, 1977. 

REPORT TO CONGRESSIONAL COMMITTEES RESPECTING 

ACTION TAKEN PURSUANT TO SUBSEC. (o)(2) 

Section 4(a)(3) of Pub. L. 95–203 provided that: ‘‘The 

Secretary shall report to the Committee on Human Re-

sources of the Senate [now the Committee on Labor 

and Human Resources of the Senate] and the Commit-

tee on Interstate and Foreign Commerce [now the Com-

mittee on Commerce] of the House of Representatives 

any action taken under section 403(o)(2) of the Federal 

Food, Drug, and Cosmetic Act [par. (o)(2) of this sec-

tion].’’ 

STATE OR TERRITORIAL REQUIREMENTS 

Section 2 of Pub. L. 86–537 provided that: ‘‘Nothing in 

the amendments made by the first section of this Act 

[amending this section] shall affect any requirement of 

the laws of any State or Territory.’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 321, 333, 334, 337, 

343–1, 345, 347, 350, 371 of this title. 

§ 343–1. National uniform nutrition labeling 

(a) Except as provided in subsection (b) of this 
section, no State or political subdivision of a 
State may directly or indirectly establish under 
any authority or continue in effect as to any 
food in interstate commerce— 

(1) any requirement for a food which is the 
subject of a standard of identity established 
under section 341 of this title that is not iden-
tical to such standard of identity or that is 
not identical to the requirement of section 
343(g) of this title, except that this paragraph 
does not apply to a standard of identity of a 
State or political subdivision of a State for 
maple syrup that is of the type required by 
sections 341 and 343(g) of this title, 

(2) any requirement for the labeling of food 
of the type required by section 343(c), 343(e), or 
343(i)(2) of this title that is not identical to 
the requirement of such section, except that 
this paragraph does not apply to a require-
ment of a State or political subdivision of a 
State that is of the type required by section 
343(c) of this title and that is applicable to 
maple syrup, 

(3) any requirement for the labeling of food 
of the type required by section 343(b), 343(d), 
343(f), 343(h), 343(i)(1), or 343(k) of this title 
that is not identical to the requirement of 
such section, except that this paragraph does 
not apply to a requirement of a State or polit-
ical subdivision of a State that is of the type 
required by section 343(h)(1) of this title and 
that is applicable to maple syrup, 

(4) any requirement for nutrition labeling of 
food that is not identical to the requirement 
of section 343(q) of this title, except a require-
ment for nutrition labeling of food which is 
exempt under subclause (i) or (ii) of section 
343(q)(5)(A) of this title, or 

(5) any requirement respecting any claim of 
the type described in section 343(r)(1) of this 
title made in the label or labeling of food that 
is not identical to the requirement of section 
343(r) of this title, except a requirement re-
specting a claim made in the label or labeling 

of food which is exempt under section 
343(r)(5)(B) of this title. 

Paragraph (3) shall take effect in accordance 
with section 6(b) of the Nutrition Labeling and 
Education Act of 1990. 

(b) Upon petition of a State or a political sub-
division of a State, the Secretary may exempt 
from subsection (a) of this section, under such 
conditions as may be prescribed by regulation, 
any State or local requirement that— 

(1) would not cause any food to be in viola-
tion of any applicable requirement under Fed-
eral law, 

(2) would not unduly burden interstate com-
merce, and 

(3) is designed to address a particular need 
for information which need is not met by the 
requirements of the sections referred to in 
subsection (a) of this section. 

(June 25, 1938, ch. 675, § 403A, as added Nov. 8, 
1990, Pub. L. 101–535, § 6(a), 104 Stat. 2362; amend-
ed Aug. 17, 1991, Pub. L. 102–108, § 2(b), 105 Stat. 
549; Oct. 22, 1994, Pub. L. 103–396, § 3(a), 108 Stat. 
4154.) 

REFERENCES IN TEXT 

Section 6(b) of the Nutrition Labeling and Education 

Act of 1990 [Pub. L. 101–535], referred to in subsec. (a), 

is set out below. 

AMENDMENTS 

1994—Subsec. (a)(1). Pub. L. 103–396, § 3(a)(1), inserted 

at end ‘‘except that this paragraph does not apply to a 

standard of identity of a State or political subdivision 

of a State for maple syrup that is of the type required 

by sections 341 and 343(g) of this title,’’. 

Subsec. (a)(2). Pub. L. 103–396, § 3(a)(2), inserted at end 

‘‘except that this paragraph does not apply to a re-

quirement of a State or political subdivision of a State 

that is of the type required by section 343(c) of this 

title and that is applicable to maple syrup,’’. 

Subsec. (a)(3). Pub. L. 103–396, § 3(a)(3), inserted at end 

‘‘except that this paragraph does not apply to a re-

quirement of a State or political subdivision of a State 

that is of the type required by section 343(h)(1) of this 

title and that is applicable to maple syrup,’’. 

1991—Subsec. (a)(5). Pub. L. 102–108 substituted ‘‘sec-

tion 343(r)(5)(B) of this title’’ for ‘‘clause (B) of such 

section’’. 

EFFECTIVE DATE 

Section 10(b) of Pub. L. 101–535, as amended by Pub. 

L. 102–571, title I, § 107(16), title II, § 202(a)(4), Oct. 29, 

1992, 106 Stat. 4499, 4501, provided that: 

‘‘(1) IN GENERAL.—Except as provided in paragraph (2), 

the amendments made by section 6 [enacting this sec-

tion] shall take effect— 

‘‘(A) with respect to a requirement of a State or po-

litical subdivision described in paragraph (1) of sec-

tion 403A(a) of the Federal Food, Drug, and Cosmetic 

Act [subsec. (a)(1) of this section], on the date of the 

enactment of this Act [Nov. 8, 1990], 

‘‘(B) with respect to a requirement of a State or po-

litical subdivision described in paragraph (2) of sec-

tion 403A(a) of the Federal Food, Drug, and Cosmetic 

Act, one year after the date of the enactment of this 

Act, 

‘‘(C) with respect to a requirement of a State or po-

litical subdivision described in paragraph (3) of sec-

tion 403A(a) of the Federal Food, Drug, and Cosmetic 

Act, as prescribed by section 6(b) of the Nutrition La-

beling and Education Act of 1990 [Pub. L. 101–535, set 

out below], 

‘‘(D) with respect to a requirement of a State or po-

litical subdivision described in paragraph (4) of sec-
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tion 403A(a) of the Federal Food, Drug, and Cosmetic 

Act, on the date regulations to implement section 

403(q) of such Act [21 U.S.C. 343(q)] take effect, and 
‘‘(E) with respect to a requirement of a State or po-

litical subdivision described in paragraph (5) of sec-

tion 403A(a) of the Federal Food, Drug, and Cosmetic 

Act, on the date regulations to implement section 

403(r) of such Act take effect. 
‘‘(2) EXCEPTION.—If a State or political subdivision 

submits a petition under section 403A(b) of the Federal 

Food, Drug, and Cosmetic Act for a requirement de-

scribed in section 403A(a) of such Act within 18 months 

of the date of the enactment of this Act, paragraphs (3) 

through (5) of such section 403A(a) shall not apply with 

respect to such State or political subdivision require-

ment until— 
‘‘(A) 24 months after the date of the enactment of 

this Act, or 
‘‘(B) action on the petition, 

whichever occurs later. 
‘‘(3) REQUIREMENTS PERTAINING TO CERTAIN CLAIMS.— 

Notwithstanding subparagraphs (D) and (E) of para-

graph (1) and except with respect to claims approved in 

accordance with section 202(b) of the Dietary Supple-

ment Act of 1992 [Pub. L. 102–571, set out as a note 

under section 343 of this title], the requirements de-

scribed in paragraphs (4) and (5) of section 403A(a) of 

the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 

343–1(a)(4) and (5)) that pertain to dietary supplements 

of vitamins, minerals, herbs, or other similar nutri-

tional substances shall not take effect until the date 

final regulations take effect to implement subsection 

(q) or (r), as appropriate, of section 403 of such Act with 

respect to such dietary supplements.’’ 
Section 6(b) of Pub. L. 101–535 provided that: 
‘‘(1) For the purpose of implementing section 

403A(a)(3) [21 U.S.C. 343–1(a)(3)], the Secretary of Health 

and Human Services shall enter into a contract with a 

public or nonprofit private entity to conduct a study 

of— 
‘‘(A) State and local laws which require the labeling 

of food that is of the type required by sections 403(b), 

403(d), 403(f), 403(h), 403(i)(1), and 403(k) of the Federal 

Food, Drug, and Cosmetic Act [21 U.S.C. 343(b), (d), 

(f), (h), (i)(1), (k)], and 
‘‘(B) the sections of the Federal Food, Drug, and 

Cosmetic Act referred to in subparagraph (A) and the 

regulations issued by the Secretary to enforce such 

sections to determine whether such sections and reg-

ulations adequately implement the purposes of such 

sections. 
‘‘(2) The contract under paragraph (1) shall provide 

that the study required by such paragraph shall be 

completed within 6 months of the date of the enact-

ment of this Act [Nov. 8, 1990]. 
‘‘(3)(A) Within 9 months of the date of the enactment 

of this Act, the Secretary shall publish a proposed list 

of sections which are adequately being implemented by 

regulations as determined under paragraph (1)(B) and 

sections which are not adequately being implemented 

by regulations as so determined. After publication of 

the lists, the Secretary shall provide 60 days for com-

ments on such lists. 
‘‘(B) Within 24 months of the date of the enactment 

of this Act, the Secretary shall publish a final list of 

sections which are adequately being implemented by 

regulations and a list of sections which are not ade-

quately being implemented by regulations. With re-

spect to a section which is found by the Secretary to be 

adequately implemented, no State or political subdivi-

sion of a State may establish or continue in effect as 

to any food in interstate commerce any requirement 

which is not identical to the requirement of such sec-

tion. 
‘‘(C) Within 24 months of the date of the enactment 

of this Act, the Secretary shall publish proposed revi-

sions to the regulations found to be inadequate under 

subparagraph (B) and within 30 months of such date 

shall issue final revisions. Upon the effective date of 

such final revisions, no State or political subdivision 

may establish or continue in effect any requirement 

which is not identical to the requirement of the section 

which had its regulations revised in accordance with 

this subparagraph. 

‘‘(D)(i) If the Secretary does not issue a final list in 

accordance with subparagraph (B), the proposed list is-

sued under subparagraph (A) shall be considered the 

final list and States and political subdivisions shall be 

preempted with respect to sections found to be ade-

quate in such proposed list in accordance with subpara-

graph (B). 

‘‘(ii) If the Secretary does not issue final revisions of 

regulations in accordance with subparagraph (C), the 

proposed revisions issued under such subparagraph 

shall be considered the final revisions and States and 

political subdivisions shall be preempted with respect 

to sections the regulations of which are revised by the 

proposed revisions. 

‘‘(E) Subsection (b) of section 403A of the Federal 

Food, Drug, and Cosmetic Act shall apply with respect 

to the prohibition prescribed by subparagraphs (B) and 

(C).’’ 

CONSTRUCTION OF PUB. L. 101–535 

Section 6(c) of Pub. L. 101–535 provided that: 

‘‘(1) The Nutrition Labeling and Education Act of 1990 

[Pub. L. 101–535, see Short Title of 1990 Amendment 

note set out under section 301 of this title] shall not be 

construed to preempt any provision of State law, unless 

such provision is expressly preempted under section 

403A of the Federal Food, Drug, and Cosmetic Act [this 

section]. 

‘‘(2) The amendment made by subsection (a) [enacting 

this section] and the provisions of subsection (b) [set 

out as a note above] shall not be construed to apply to 

any requirement respecting a statement in the labeling 

of food that provides for a warning concerning the safe-

ty of the food or component of the food. 

‘‘(3) The amendment made by subsection (a), the pro-

visions of subsection (b) and paragraphs (1) and (2) of 

this subsection shall not be construed to affect preemp-

tion, express or implied, of any such requirement of a 

State or political subdivision, which may arise under 

the Constitution, any provision of the Federal Food, 

Drug, and Cosmetic Act [this chapter] not amended by 

subsection (a), any other Federal law, or any Federal 

regulation, order, or other final agency action review-

able under chapter 7 of title 5, United States Code.’’ 

Amendments by Pub. L. 101–535 not to be construed to 

alter the authority of the Secretary of Health and 

Human Services and the Secretary of Agriculture under 

the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 

et seq.), the Federal Meat Inspection Act (21 U.S.C. 601 

et seq.), the Poultry Products Inspection Act (21 U.S.C. 

451 et seq.), and the Egg Products Inspection Act (21 

U.S.C. 1031 et seq.), see section 9 of Pub. L. 101–535, set 

out as a note under section 343 of this title. 

DELAYED APPLICABILITY OF CERTAIN PROVISIONS 

Pub. L. 102–408, title III, § 310, Oct. 13, 1992, 106 Stat. 

2090, provided that: ‘‘Notwithstanding any other provi-

sion of law, section 403A(a)(1) of the Federal Food, 

Drug, and Cosmetic Act (21 U.S.C. 343–1(a)(1)) shall not 

apply with respect to any requirement of any State or 

political subdivision regarding maple syrup until Sep-

tember 1, 1994.’’ 

§ 343–2. Dietary supplement labeling exemptions 

(a) In general 

A publication, including an article, a chapter 
in a book, or an official abstract of a peer-re-
viewed scientific publication that appears in an 
article and was prepared by the author or the 
editors of the publication, which is reprinted in 
its entirety, shall not be defined as labeling 
when used in connection with the sale of a di-
etary supplement to consumers when it— 
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(1) is not false or misleading; 
(2) does not promote a particular manufac-

turer or brand of a dietary supplement; 
(3) is displayed or presented, or is displayed 

or presented with other such items on the 
same subject matter, so as to present a bal-
anced view of the available scientific informa-
tion on a dietary supplement; 

(4) if displayed in an establishment, is phys-
ically separate from the dietary supplements; 
and 

(5) does not have appended to it any infor-
mation by sticker or any other method. 

(b) Application 

Subsection (a) of this section shall not apply 
to or restrict a retailer or wholesaler of dietary 
supplements in any way whatsoever in the sale 
of books or other publications as a part of the 
business of such retailer or wholesaler. 

(c) Burden of proof 

In any proceeding brought under subsection 
(a) of this section, the burden of proof shall be 
on the United States to establish that an article 
or other such matter is false or misleading. 

(June 25, 1938, ch. 675, § 403B, as added Oct. 25, 
1994, Pub. L. 103–417, § 5, 108 Stat. 4328.) 

§ 343a. Health risks presented by use of sac-
charin 

(a) Statement on vending machines dispensing 
food containing saccharin respecting health 
risk; regulations 

The Secretary may by regulation require 
vending machines through which food contain-
ing saccharin is sold to bear a statement of the 
risks to health which may be presented by the 
use of saccharin. A regulation under this sub-
section shall require such statement to be lo-
cated in a conspicuous place on such vending 
machine and as proximate as possible to the 
name of each food containing saccharin which is 
sold through such machine. Any food containing 
saccharin which is sold in a vending machine 
which does not meet any applicable requirement 
promulgated under this subsection shall, for 
purposes of this chapter, be considered a mis-
branded food. 

(b) Availability and distribution of information; 
review and revision 

The Secretary shall (1) prepare information re-
specting the nature of the controversy surround-
ing the use of food containing saccharin, and (2) 
provide for the distribution of such information 
for display by retail establishments where such 
food is sold but not for immediate consumption. 
The Secretary may review and revise such infor-
mation if he determines such action is necessary 
to reflect the current state of knowledge con-
cerning the risks to health presented by the use 
of saccharin. 

(Pub. L. 95–203, § 4(c), (d), Nov. 23, 1977, 91 Stat. 
1453, 1454.) 

CODIFICATION 

Subsecs. (a) and (b) of this section were, in the origi-

nal, designated as ‘‘(c)’’ and ‘‘(d)’’ and have been edi-

torially changed for codification purposes. 
Section was enacted as part of Pub. L. 95–203, known 

as the Saccharin Study and Labeling Act and not as 

part of act June 25, 1938, ch. 675, 52 Stat. 1040, known as 

the Federal Food, Drug, and Cosmetic Act, which com-

prises this chapter. 

§ 344. Emergency permit control 

(a) Conditions on manufacturing, processing, 
etc., as health measure 

Whenever the Secretary finds after investiga-
tion that the distribution in interstate com-
merce of any class of food may, by reason of 
contamination with micro-organisms during the 
manufacture, processing, or packing thereof in 
any locality, be injurious to health, and that 
such injurious nature cannot be adequately de-
termined after such articles have entered inter-
state commerce, he then, and in such case only, 
shall promulgate regulations providing for the 
issuance, to manufacturers, processors, or pack-
ers of such class of food in such locality, of per-
mits to which shall be attached such conditions 
governing the manufacture, processing, or pack-
ing of such class of food, for such temporary pe-
riod of time, as may be necessary to protect the 
public health; and after the effective date of 
such regulations, and during such temporary pe-
riod, no person shall introduce or deliver for in-
troduction into interstate commerce any such 
food manufactured, processed, or packed by any 
such manufacturer, processor, or packer unless 
such manufacturer, processor, or packer holds a 
permit issued by the Secretary as provided by 
such regulations. 

(b) Violation of permit; suspension and reinstate-
ment 

The Secretary is authorized to suspend imme-
diately upon notice any permit issued under au-
thority of this section if it is found that any of 
the conditions of the permit have been violated. 
The holder of a permit so suspended shall be 
privileged at any time to apply for the rein-
statement of such permit, and the Secretary 
shall, immediately after prompt hearing and an 
inspection of the establishment, reinstate such 
permit if it is found that adequate measures 
have been taken to comply with and maintain 
the conditions of the permit, as originally issued 
or as amended. 

(c) Inspection of permit-holding establishments 

Any officer or employee duly designated by 
the Secretary shall have access to any factory 
or establishment, the operator of which holds a 
permit from the Secretary, for the purpose of as-
certaining whether or not the conditions of the 
permit are being complied with, and denial of 
access for such inspection shall be ground for 
suspension of the permit until such access is 
freely given by the operator. 

(June 25, 1938, ch. 675, § 404, 52 Stat. 1048.) 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 333, 334, 371 

of this title. 
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§ 345. Regulations making exemptions 

The Secretary shall promulgate regulations 
exempting from any labeling requirement of this 
chapter (1) small open containers of fresh fruits 
and fresh vegetables and (2) food which is, in ac-
cordance with the practice of the trade, to be 
processed, labeled, or repacked in substantial 
quantities at establishments other than those 
where originally processed or packed, on condi-
tion that such food is not adulterated or mis-
branded under the provisions of this chapter 
upon removal from such processing, labeling, or 
repacking establishment. This section does not 
apply to the labeling requirements of sections 
343(q) and 343(r) of this title. 

(June 25, 1938, ch. 675, § 405, 52 Stat. 1049; Nov. 8, 
1990, Pub. L. 101–535, § 5(a), 104 Stat. 2362.) 

AMENDMENTS 

1990—Pub. L. 101–535 inserted at end ‘‘This section 

does not apply to the labeling requirements of sections 

343(q) and 343(r) of this title.’’ 

EFFECTIVE DATE OF 1990 AMENDMENT 

Amendment by Pub. L. 101–535 effective six months 

after the date of the promulgation of final regulations 

to implement section 343(r) of this title, or if such regu-

lations are not promulgated, the date proposed regula-

tions are to be considered as such final regulations 

(Nov. 8, 1992), with exception for persons marketing 

food the brand name of which contains a term defined 

by the Secretary under section 343(r)(2)(A)(i) of this 

title, see section 10(a) of Pub. L. 101–535, set out as a 

note under section 343 of this title. 

CONSTRUCTION OF AMENDMENTS BY PUB. L. 101–535 

Amendments by Pub. L. 101–535 not to be construed to 

alter authority of Secretary of Health and Human 

Services and Secretary of Agriculture under the Fed-

eral Food, Drug, and Cosmetic Act (21 U.S.C. 301 et 

seq.), the Federal Meat Inspection Act (21 U.S.C. 601 et 

seq.), the Poultry Products Inspection Act (21 U.S.C. 451 

et seq.), and the Egg Products Inspection Act (21 U.S.C. 

1031 et seq.), see section 9 of Pub. L. 101–535, set out as 

a note under section 343 of this title. 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 343 of this title. 

§ 346. Tolerances for poisonous or deleterious 
substances in food; regulations 

Any poisonous or deleterious substance added 
to any food, except where such substance is re-
quired in the production thereof or cannot be 
avoided by good manufacturing practice shall be 
deemed to be unsafe for purposes of the applica-
tion of clause (2)(A) of section 342(a) of this title; 
but when such substance is so required or can-
not be so avoided, the Secretary shall promul-
gate regulations limiting the quantity therein 
or thereon to such extent as he finds necessary 
for the protection of public health, and any 
quantity exceeding the limits so fixed shall also 
be deemed to be unsafe for purposes of the appli-
cation of clause (2)(A) of section 342(a) of this 

title. While such a regulation is in effect limit-
ing the quantity of any such substance in the 
case of any food, such food shall not, by reason 
of bearing or containing any added amount of 
such substance, be considered to be adulterated 
within the meaning of clause (1) of section 342(a) 
of this title. In determining the quantity of such 
added substance to be tolerated in or on dif-
ferent articles of food the Secretary shall take 
into account the extent to which the use of such 
substance is required or cannot be avoided in 
the production of each such article, and the 
other ways in which the consumer may be af-
fected by the same or other poisonous or delete-
rious substances. 

(June 25, 1938, ch. 675, § 406, 52 Stat. 1049; Sept. 6, 
1958, Pub. L. 85–929, § 3(c), 72 Stat. 1785; July 12, 
1960, Pub. L. 86–618, title I, § 103(a)(1), 74 Stat. 
398.) 

AMENDMENTS 

1960—Pub. L. 86–618 repealed subsec. (b) which re-

quired Secretary to promulgate regulations for listing 

of coal-tar colors. 

1958—Subsec. (a). Pub. L. 85–929 substituted ‘‘clause 

(2)(A)’’ for ‘‘clause (2)’’ in first sentence. 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to the provisions of section 203 of Pub. L. 86–618, 

see section 202 of Pub. L. 86–618, set out as a note under 

section 379e of this title. 

EFFECTIVE DATE OF NEMATOCIDE, PLANT REGULATOR, 

DEFOLIANT, AND DESICCANT AMENDMENT OF 1959 

Effective date of subsec. (a) as in force prior to July 

22, 1954, with respect to particular commercial use of a 

nematocide, plant regulator, defoliant, or desiccant in 

or on a raw agricultural commodity made before Jan. 

1, 1958, see section 3(b) of Pub. L. 86–139, Aug. 7, 1959, 73 

Stat. 288. 

EFFECTIVE DATE OF 1958 AMENDMENT 

For effective date of amendment by Pub. L. 85–929, 

see section 6(b), (c) of Pub. L. 85–929, set out as a note 

under section 342 of this title. 

TRANSFER OF FUNCTIONS 

Functions vested in Secretary of Health, Education, 

and Welfare [now Health and Human Services] in estab-

lishing tolerances for pesticide chemicals under this 

section together with authority to monitor compliance 

with tolerances and effectiveness of surveillance and 

enforcement and to provide technical assistance to 

States and conduct research under this chapter and 

section 201 et seq. of Title 42, The Public Health and 

Welfare, transferred to Administrator of Environ-

mental Protection Agency by Reorg. Plan No. 3 of 1970, 

§ 2(a)(4), eff. Dec. 2, 1970, 35 F.R. 15623, 84 Stat. 2086, set 

out in the Appendix to Title 5, Government Organiza-

tion and Employees. 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration to Federal Security Agency, see 

note set out under section 41 of this title. 

CROSS REFERENCES 

Pesticide chemical regulations, see section 346a of 

this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 342, 346a, 371 of 

this title. 
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1 See Transfer of Functions note below. 

2 So in original. The words ‘‘of Health and Human Services,’’ 

probably should not appear. 
3 See Transfer of Functions note below. 
4 So in original. The words ‘‘Health and Human Services’’ prob-
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§ 346a. Tolerances for pesticide chemicals in or 
on raw agricultural commodities 

(a) Conditions of safety 

Any poisonous or deleterious pesticide chemi-
cal, or any pesticide chemical which is not gen-
erally recognized, among experts qualified by 
scientific training and experience to evaluate 
the safety of pesticide chemicals, as safe for use, 
added to a raw agricultural commodity, shall be 
deemed unsafe for the purposes of the applica-
tion of clause (2) of section 342(a) of this title 
unless— 

(1) a tolerance for such pesticide chemical in 
or on the raw agricultural commodity has 
been prescribed by the Administrator of the 
Environmental Protection Agency (herein-
after in this section referred to as the ‘‘Ad-
ministrator’’) under this section and the quan-
tity of such pesticide chemical in or on the 
raw agricultural commodity is within the lim-
its of the tolerance so prescribed; or 

(2) with respect to use in or on such raw ag-
ricultural commodity, the pesticide chemical 
has been exempted from the requirement of a 
tolerance by the Administrator under this sec-
tion. 

While a tolerance or exemption from tolerance 
is in effect for a pesticide chemical with respect 
to any raw agricultural commodity, such raw 
agricultural commodity shall not, by reason of 
bearing or containing any added amount of such 
pesticide chemical, be considered to be adulter-
ated within the meaning of clause (1) of section 
342(a) of this title. 

(b) Establishment of tolerances 

The Administrator shall promulgate regula-
tions establishing tolerances with respect to the 
use in or on raw agricultural commodities of 
poisonous or deleterious pesticide chemicals and 
of pesticide chemicals which are not generally 
recognized, among experts qualified by scientific 
training and experience to evaluate the safety of 
pesticide chemicals, as safe for use, to the ex-
tent necessary to protect the public health. In 
establishing any such regulation, the Adminis-
trator shall give appropriate consideration, 
among other relevant factors, (1) to the neces-
sity for the production of an adequate, whole-
some, and economical food supply; (2) to the 
other ways in which the consumer may be af-
fected by the same pesticide chemical or by 
other related substances that are poisonous or 
deleterious; and (3) to the opinion of the Sec-
retary of Agriculture 1 as submitted with a cer-
tification of usefulness under subsection (l) of 
this section. Such regulations shall be promul-
gated in the manner prescribed in subsection (d) 
or (e) of this section. In carrying out the provi-
sions of this section relating to the establish-
ment of tolerances, the Administrator may es-
tablish the tolerance applicable with respect to 
the use of any pesticide chemical in or on any 
raw agricultural commodity at zero level if the 
scientific data before the Administrator does 
not justify the establishment of a greater toler-
ance. 

(c) Exemptions 

The Administrator shall promulgate regula-
tions exempting any pesticide chemical from 
the necessity of a tolerance with respect to use 
in or on any or all raw agricultural commodities 
when such a tolerance is not necessary to pro-
tect the public health. Such regulations shall be 
promulgated in the manner prescribed in sub-
section (d) or (e) of this section. 

(d) Regulations pursuant to petition; publication 
of notice; time for issuance; referral to advi-
sory committees; effective date; hearings 

(1) Any person who has registered, or who has 
submitted an application for the registration of, 
a pesticide under the Federal Insecticide, Fun-
gicide, and Rodenticide Act [7 U.S.C. 136 et seq.] 
may file with the Administrator of Health and 
Human Services,2 a petition proposing the issu-
ance of a regulation establishing a tolerance for 
a pesticide chemical which constitutes, or is an 
ingredient of, such pesticide, or exempting the 
pesticide chemical from the requirement of a 
tolerance. The petition shall contain data show-
ing— 

(A) the name, chemical identity, and com-
position of the pesticide chemical; 

(B) the amount, frequency, and time of ap-
plication of the pesticide chemical; 

(C) full reports of investigations made with 
respect to the safety of the pesticide chemical; 

(D) the results of tests on the amount of res-
idue remaining, including a description of the 
analytical methods used; 

(E) practicable methods for removing resi-
due which exceeds any proposed tolerance; 

(F) proposed tolerances for the pesticide 
chemical if tolerances are proposed; and 

(G) reasonable grounds in support of the pe-
tition. 

Samples of the pesticide chemical shall be fur-
nished to the Administrator upon request. No-
tice of the filing of such petition shall be pub-
lished in general terms by the Administrator 
within thirty days after filing. Such notice shall 
include the analytical methods available for the 
determination of the residue of the pesticide 
chemical for which a tolerance or exemption is 
proposed. 

(2) Within ninety days after a certification of 
usefulness by the Secretary of Agriculture 3 
under subsection (l) of this section with respect 
to the pesticide chemical named in the petition, 
the Administrator of Health and Human Serv-
ices 4 shall, after giving due consideration to the 
data submitted in the petition or otherwise be-
fore him, by order make public a regulation— 

(A) establishing a tolerance for the pesticide 
chemical named in the petition for the pur-
poses for which it is so certified as useful, or 

(B) exempting the pesticide chemical from 
the necessity of a tolerance for such purposes, 

unless within such ninety-day period the person 
filing the petition requests that the petition be 
referred to an advisory committee or the Ad-
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ministrator within such period otherwise deems 
such referral necessary, in either of which 
events the provisions of paragraph (3) of this 
subsection shall apply in lieu hereof. 

(3) In the event that the person filing the peti-
tion requests, within ninety days after a certifi-
cation of usefulness by the Secretary of Agri-
culture 3 under subsection (l) of this section with 
respect to the pesticide chemical named in the 
petition, that the petition be referred to an ad-
visory committee, or in the event the Adminis-
trator of Health and Human Services 4 within 
such period otherwise deems such referral nec-
essary, the Administrator of Health and Human 
Services 4 shall forthwith submit the petition 
and other data before him to an advisory com-
mittee to be appointed in accordance with sub-
section (g) of this section. As soon as practicable 
after such referral, but not later than sixty days 
thereafter, unless extended as hereinafter pro-
vided, the committee shall, after independent 
study of the data submitted to it by the Admin-
istrator and other data before it, certify to the 
Administrator a report and recommendations on 
the proposal in the petition to the Adminis-
trator, together with all underlying data and a 
statement of the reasons or basis for the recom-
mendations. The sixty-day period provided for 
herein may be extended by the advisory commit-
tee for an additional thirty days if the advisory 
committee deems this necessary. Within thirty 
days after such certification, the Administrator 
shall, after giving due consideration to all data 
then before him, including such report, recom-
mendations, underlying data, and statement, by 
order make public a regulation— 

(A) establishing a tolerance for the pesticide 
chemical named in the petition for the pur-
poses for which it is so certified as useful; or 

(B) exempting the pesticide chemical from 
the necessity of a tolerance for such purposes. 

(4) The regulations published under paragraph 
(2) or (3) of this subsection will be effective upon 
publication. 

(5) Within thirty days after publication, any 
person adversely affected by a regulation pub-
lished pursuant to paragraph (2) or (3) of this 
subsection, or pursuant to subsection (e) of this 
section, may file objections thereto with the Ad-
ministrator, specifying with particularity the 
provisions of the regulation deemed objection-
able, stating reasonable grounds therefor, and 
requesting a public hearing upon such objec-
tions. A copy of the objections filed by a person 
other than the petitioner shall be served on the 
petitioner, if the regulation was issued pursuant 
to a petition. The petitioner shall have two 
weeks to make a written reply to the objections. 
The Administrator shall thereupon, after due 
notice, hold such public hearing for the purpose 
of receiving evidence relevant and material to 
the issues raised by such objections. Any report, 
recommendations, underlying data, and reasons 
certified to the Administrator by an advisory 
committee shall be made a part of the record of 
the hearing, if relevant and material, subject to 
the provisions of section 556(c) 5 of title 5. The 
National Academy of Sciences shall designate a 

member of the advisory committee to appear 
and testify at any such hearing with respect to 
the report and recommendations of such com-
mittee upon request of the Administrator, the 
petitioner, or the officer conducting the hearing: 
Provided, That this shall not preclude any other 
member of the advisory committee from appear-
ing and testifying at such hearing. As soon as 
practicable after completion of the hearing, the 
Administrator shall act upon such objections 
and by order make public a regulation. Such 
regulation shall be based only on substantial 
evidence of record at such hearing, including 
any report, recommendations, underlying data, 
and reasons certified to the Administrator by an 
advisory committee, and shall set forth detailed 
findings of fact upon which the regulation is 
based. No such order shall take effect prior to 
the ninetieth day after its publication, unless 
the Administrator finds that emergency condi-
tions exist necessitating an earlier effective 
date, in which event the Administrator shall 
specify in the order his findings as to such con-
ditions. 

(e) Regulations pursuant to Administrator’s pro-
posals 

The Administrator may at any time, upon his 
own initiative or upon the request of any inter-
ested person, propose the issuance of a regula-
tion establishing a tolerance for a pesticide 
chemical or exempting it from the necessity of 
a tolerance. Thirty days after publication of 
such a proposal, the Administrator may by order 
publish a regulation based upon the proposal 
which shall become effective upon publication 
unless within such thirty-day period a person 
who has registered, or who has submitted an ap-
plication for the registration of, a pesticide 
under the Federal Insecticide, Fungicide, and 
Rodenticide Act [7 U.S.C. 136 et seq.] containing 
the pesticide chemical named in the proposal, 
requests that the proposal be referred to an ad-
visory committee. In the event of such a re-
quest, the Administrator shall forthwith submit 
the proposal and other relevant data before him 
to an advisory committee to be appointed in ac-
cordance with subsection (g) of this section. As 
soon as practicable after such referral, but not 
later than sixty days thereafter, unless extended 
as hereinafter provided, the committee shall, 
after independent study of the data submitted to 
it by the Administrator and other data before it, 
certify to the Administrator a report and recom-
mendations on the proposal together with all 
underlying data and a statement of the reasons 
or basis for the recommendations. The sixty-day 
period provided for herein may be extended by 
the advisory committee for an additional thirty 
days if the advisory committee deems this nec-
essary. Within thirty days after such certifi-
cation, the Administrator may, after giving due 
consideration to all data before him, including 
such report, recommendations, underlying data 
and statement, by order publish a regulation es-
tablishing a tolerance for the pesticide chemical 
named in the proposal or exempting it from the 
necessity of a tolerance which shall become ef-
fective upon publication. Regulations issued 
under this subsection shall upon publication be 
subject to paragraph (5) of subsection (d) of this 
section. 
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(f) Data submitted as confidential 

All data submitted to the Administrator or to 
an advisory committee in support of a petition 
under this section shall be considered confiden-
tial by the Administrator and by such advisory 
committee until publication of a regulation 
under paragraph (2) or (3) of subsection (d) of 
this section. Until such publication, such data 
shall not be revealed to any person other than 
those authorized by the Administrator or by an 
advisory committee in the carrying out of their 
official duties under this section. 

(g) Advisory committees; appointment; composi-
tion; compensation; clerical assistance 

Whenever the referral of a petition or proposal 
to an advisory committee is requested under 
this section, or the Administrator otherwise 
deems such referral necessary the Administrator 
shall forthwith appoint a committee of com-
petent experts to review the petition or proposal 
and to make a report and recommendations 
thereon. Each such advisory committee shall be 
composed of experts, qualified in the subject 
matter of the petition and of adequately diversi-
fied professional background selected by the Na-
tional Academy of Sciences and shall include 
one or more representatives from land-grant col-
leges. The size of the committee shall be deter-
mined by the Administrator. Members of an ad-
visory committee shall receive compensation 
and travel expenses in accordance with sub-
section (b)(5)(D) of section 379e of this title. The 
members shall not be subject to any other provi-
sion of law regarding the appointment and com-
pensation of employees of the United States. 
The Administrator shall furnish the Committee 
with adequate clerical and other assistance, and 
shall by rules and regulations prescribe the pro-
cedure to be followed by the committee. 

(h) Right of consultation 

A person who has filed a petition or who has 
requested the referral of a proposal to an advi-
sory committee in accordance with the provi-
sions of this section, as well as representatives 
of the Department of Health and Human Serv-
ices, shall have the right to consult with any ad-
visory committee provided for in subsection (g) 
of this section in connection with the petition 
or proposal. 

(i) Judicial review 

(1) In a case of actual controversy as to the va-
lidity of any order under subsection (d)(5), (e), or 
(l) of this section any person who will be ad-
versely affected by such order may obtain judi-
cial review by filing in the United States Court 
of Appeals for the circuit wherein such person 
resides or has his principal place of business, or 
in the United States Court of Appeals for the 
District of Columbia Circuit, within sixty days 
after the entry of such order, a petition praying 
that the order be set aside in whole or in part. 

(2) In the case of a petition with respect to an 
order under subsection (d)(5) or (e) of this sec-
tion, a copy of the petition shall be forthwith 
transmitted by the clerk of the court to the Ad-
ministrator, or any officer designated by him for 
that purpose, and thereupon the Administrator 
shall file in the court the record of the proceed-
ings on which he based his order, as provided in 

section 2112 of title 28. Upon the filing of such 
petition, the court shall have exclusive jurisdic-
tion to affirm or set aside the order complained 
of in whole or in part. The findings of the Ad-
ministrator with respect to questions of fact 
shall be sustained if supported by substantial 
evidence when considered on the record as a 
whole, including any report and recommenda-
tion of an advisory committee. 

(3) In the case of a petition with respect to an 
order under subsection (l) of this section, a copy 
of the petition shall be forthwith transmitted by 
the clerk of the court to the Secretary of Agri-
culture,6 or any officer designated by him for 
that purpose, and thereupon the Administrator 
shall file in the court the record of the proceed-
ings on which he based his order, as provided in 
section 2112 of title 28. Upon the filing of such 
petition, the court shall have exclusive jurisdic-
tion to affirm or set aside the order complained 
of in whole or in part. The findings of the Ad-
ministrator with respect to questions of fact 
shall be sustained if supported by substantial 
evidence when considered on the record as a 
whole. 

(4) If application is made to the court for leave 
to adduce additional evidence, the court may 
order such additional evidence to be taken be-
fore the Administrator of Health and Human 
Services 7 or the Secretary of Agriculture,6 as 
the case may be, and to be adduced upon the 
hearing in such manner and upon such terms 
and conditions as to the court may seem proper, 
if such evidence is material and there were rea-
sonable grounds for failure to adduce such evi-
dence in the proceedings below. The Adminis-
trator of Health and Human Services 7 or the 
Secretary of Agriculture,6 as the case may be, 
may modify his findings as to the facts and 
order by reason of the additional evidence so 
taken, and shall file with the court such modi-
fied findings and order. 

(5) The judgment of the court affirming or set-
ting aside, in whole or in part, any order under 
this section shall be final, subject to review by 
the Supreme Court of the United States upon 
certiorari or certification as provided in section 
1254 of title 28. The commencement of proceed-
ings under this section shall not, unless specifi-
cally ordered by the court to the contrary, oper-
ate as a stay of an order. 

(j) Temporary tolerances 

The Administrator may, upon the request of 
any person who has obtained an experimental 
permit for a pesticide chemical under the Fed-
eral Insecticide, Fungicide, and Rodenticide Act 
[7 U.S.C. 136 et seq.] or upon his own initiative, 
establish a temporary tolerance for the pesticide 
chemical for the uses covered by the permit 
whenever in his judgment such action is deemed 
necessary to protect the public health, or may 
temporarily exempt such pesticide chemical 
from a tolerance. In establishing such a toler-
ance, the Administrator shall give due regard to 
the necessity for experimental work in develop-
ing an adequate, wholesome, and economical 
food supply and to the limited hazard to the 
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public health involved in such work when con-
ducted in accordance with applicable regula-
tions under the Federal Insecticide, Fungicide, 
and Rodenticide Act. 

(k) Regulations based on public hearings before 
January 1, 1953 

Regulations affecting pesticide chemicals in 
or on raw agricultural commodities which are 
promulgated under the authority of section 
346(a) of this title upon the basis of public hear-
ings instituted before January 1, 1953, in accord-
ance with section 371(a) of this title, shall be 
deemed to be regulations under this section and 
shall be subject to amendment or repeal as pro-
vided in subsection (m) of this section. 

(l) Pesticides under Federal Insecticide, Fun-
gicide, and Rodenticide Act; functions of Ad-
ministrator of the Environmental Protection 
Agency; certifications; hearing; time limita-
tion; opinion; regulations 

The Secretary of Agriculture,8 upon request of 
any person who has registered, or who has sub-
mitted an application for the registration of, a 
pesticide under the Federal Insecticide, Fun-
gicide, and Rodenticide Act [7 U.S.C. 136 et seq.], 
and whose request is accompanied by a copy of 
a petition filed by such person under subsection 
(d)(1) of this section with respect to a pesticide 
chemical which constitutes, or is an ingredient 
of, such pesticide, shall, within thirty days or 
within sixty days if upon notice prior to the ter-
mination of such thirty days the Administrator 
deems it necessary to postpone action for such 
period, on the basis of data before him, either— 

(1) certify to the Administrator of Health 
and Human Services 9 that such pesticide 
chemical is useful for the purpose for which a 
tolerance or exemption is sought; or 

(2) notify the person requesting the certifi-
cation of his proposal to certify that the pes-
ticide chemical does not appear to be useful 
for the purpose for which a tolerance or ex-
emption is sought, or appears to be useful for 
only some of the purposes for which a toler-
ance or exemption is sought. 

In the event that the Secretary of Agriculture 8 
takes the action described in clause (2) of the 
preceding sentence, the person requesting the 
certification, within one week after receiving 
the proposed certification, may either (A) re-
quest the Secretary of Agriculture 8 to certify to 
the Administrator of Health and Human Serv-
ices 9 on the basis of the proposed certification; 
(B) request a hearing on the proposed certifi-
cation or the parts thereof objected to; or (C) re-
quest both such certification and such hearing. 
If no such action is taken, the Administrator 
may by order make the certification as pro-
posed. In the event that the action described in 
clause (A) or (C) is taken, the Administrator 
shall by order make the certification as pro-
posed with respect to such parts thereof as are 
requested. In the event a hearing is requested, 
the Secretary of Agriculture 8 shall provide op-
portunity for a prompt hearing. The certifi-

cation of the Secretary of Agriculture 8 as the 
result of such hearing shall be made by order 
and shall be based only on substantial evidence 
of record at the hearing and shall set forth de-
tailed findings of fact. In no event shall the time 
elapsing between the making of a request for a 
certification under this subsection and final cer-
tification by the Secretary of Agriculture 8 ex-
ceed one hundred and sixty days. The Adminis-
trator shall submit to the Administrator of 
Health and Human Services 9 with any certifi-
cation of usefulness under this subsection an 
opinion, based on the data before him, whether 
the tolerance or exemption proposed by the peti-
tioner reasonably reflects the amount of residue 
likely to result when the pesticide chemical is 
used in the manner proposed for the purpose for 
which the certification is made. The Secretary 
of Agriculture,8 after due notice and oppor-
tunity for public hearing, is authorized to pro-
mulgate rules and regulations for carrying out 
the provisions of this subsection. 

(m) Amendment of regulations 

The Administrator of Health and Human Serv-
ices 9 shall prescribe by regulations the proce-
dure by which regulations under this section 
may be amended or repealed, and such procedure 
shall conform to the procedure provided in this 
section for the promulgation of regulations es-
tablishing tolerances, including the appoint-
ment of advisory committees and the procedure 
for referring petitions to such committees. 

(n) Guaranties 

The provisions of section 333(c) of this title 
with respect to the furnishing of guaranties 
shall be applicable to raw agricultural commod-
ities covered by this section. 

(o) Payment of fees; services or functions as con-
ditioned on; waiver or refund of fees 

The Administrator shall by regulation require 
the payment of such fees as will in the aggre-
gate, in the judgment of the Administrator, be 
sufficient over a reasonable term to provide, 
equip, and maintain an adequate service for the 
performance of the Secretary’s 10 functions 
under this section. Under such regulations, the 
performance of the Secretary’s 10 services or 
other functions pursuant to this section, includ-
ing any one or more of the following, may be 
conditioned upon the payment of such fees: (1) 
The acceptance of filing of a petition submitted 
under subsection (d) of this section; (2) the pro-
mulgation of a regulation establishing a toler-
ance, or an exemption from the necessity of a 
tolerance, under this section, or the amendment 
or repeal of such a regulation; (3) the referral of 
a petition or proposal under this section to an 
advisory committee; (4) the acceptance for filing 
of objections under subsection (d)(5) of this sec-
tion; or (5) the certification and filing in court 
of a transcript of the proceedings and the record 
under subsection (i)(2) of this section. Such reg-
ulations may further provide for waiver or re-
fund of fees in whole or in part when in the judg-
ment of the Administrator such waiver or refund 
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is equitable and not contrary to the purposes of 
this subsection. 

(June 25, 1938, ch. 675, § 408, as added July 22, 
1954, ch. 559, § 3, 68 Stat. 511; amended Aug. 28, 
1958, Pub. L. 85–791, § 20, 72 Stat. 947; Oct. 30, 1970, 
Pub. L. 91–515, title VI, § 601(d)(1), 84 Stat. 1311; 
Nov. 18, 1971, Pub. L. 92–157, title III, § 303(a), 85 
Stat. 464; Oct. 21, 1972, Pub. L. 92–516, § 3(3), 86 
Stat. 998; Nov. 8, 1984, Pub. L. 98–620, title IV, 
§ 402(25)(A), 98 Stat. 3359; June 16, 1992, Pub. L. 
102–300, § 6(b)(1), 106 Stat. 240; Oct. 29, 1992, Pub. 
L. 102–571, title I, § 107(7), 106 Stat. 4499; Aug. 13, 
1993, Pub. L. 103–80, § 3(k), 107 Stat. 776.) 

REFERENCES IN TEXT 

The Federal Insecticide, Fungicide, and Rodenticide 

Act, referred to in subsecs. (d)(1), (e), (j), and (l), is act 

June 25, 1947, ch. 125, as amended generally by Pub. L. 

92–516, Oct. 21, 1972, 86 Stat. 973, which is classified gen-

erally to subchapter II (§ 136 et seq.) of chapter 6 of 

Title 7, Agriculture. For complete classification of this 

Act to the Code, see Short Title note set out under sec-

tion 136 of Title 7 and Tables. 

AMENDMENTS 

1993—Pub. L. 103–80, § 3(k)(6), substituted ‘‘Adminis-

trator’’ for ‘‘Secretary’’ wherever appearing except 

when followed by ‘‘of Agriculture’’. 
Subsec. (a)(1). Pub. L. 103–80, § 3(k)(1), substituted 

‘‘Administrator of the Environmental Protection Agen-

cy (hereinafter in this section referred to as the ‘Ad-

ministrator’)’’ for ‘‘Secretary of Health and Human 

Services’’. 
Subsec. (d)(5). Pub. L. 103–80, § 3(k)(2), substituted 

‘‘section 556(c) of title 5’’ for ‘‘section 7(c) of the Ad-

ministrative Procedure Act (5 U.S.C., sec. 1006(c))’’. 
Subsec. (l). Pub. L. 103–80, § 3(k)(3), substituted ‘‘In 

the event’’ for ‘‘It the event’’ before ‘‘a hearing is re-

quested’’. 
Subsec. (n). Pub. L. 103–80, § 3(k)(4), made technical 

amendment to reference to section 333(c) of this title to 

reflect amendment of corresponding provision of origi-

nal act. 
Subsec. (o). Pub. L. 103–80, § 3(k)(5), which directed the 

substitution of ‘‘Administrator’’ for ‘‘Secretary of 

Health and Human Services’’ wherever appearing in the 

original text, was executed by making the substitution 

in the first sentence before ‘‘shall by regulation re-

quire’’, the only place ‘‘Secretary of Health and Human 

Services’’ appeared in the original text. 
1992—Subsecs. (a), (d), (h), (i), (l), (m), (o). Pub. L. 

102–300 substituted ‘‘Health and Human Services’’ for 

‘‘Health, Education, and Welfare’’ wherever appearing 

in the original statutory text. 
Subsec. (g). Pub. L. 102–571 substituted ‘‘379e’’ for 

‘‘376’’. 
1984—Subsec. (i)(5). Pub. L. 98–620 struck out provi-

sion that required the court to advance on the docket 

and expedite the disposition of all causes filed therein 

pursuant to this section. 
1972—Subsecs. (d)(1), (e), (l). Pub. L. 92–516 substituted 

references to pesticide for references to economic poi-

son wherever appearing therein. 
1971—Subsec. (g). Pub. L. 92–157 struck out ‘‘, which 

the Secretary shall by rules and regulations prescribe,’’ 

after ‘‘as compensation for their services a reasonable 

per diem’’ prior to amendment in 1970, by Pub. L. 

91–515, which overlooked such language when amending 

subsec. (g) as provided in 1970 Amendment note. 
1970—Subsec. (g). Pub. L. 91–515 substituted provi-

sions authorizing members of an advisory committee to 

receive compensation and travel expenses in accord-

ance with section 376(b)(5)(D) of this title, for provi-

sions authorizing such members to receive as com-

pensation a reasonable per diem for time actually spent 

on committee work, and necessary traveling and sub-

sistence expenses while serving away from their places 

of residence. 

1958—Subsec. (i)(2). Pub. L. 85–791, § 20(a), in first sen-

tence, substituted ‘‘transmitted by the clerk of the 

court to the Secretary, or’’ for ‘‘served upon the Sec-

retary, or upon’’, substituted ‘‘file in the court the 

record of the proceedings’’ for ‘‘certify and file in the 

court a transcript of the proceedings and the record’’, 

and inserted ‘‘as provided in section 2112 of title 28’’, 

and which, in second sentence, substituted ‘‘the filing 

of such petition’’ for ‘‘such filing’’. 
Subsec. (i)(3). Pub. L. 85–791, § 20(b), in first sentence, 

substituted ‘‘transmitted by the clerk of the court to 

the Secretary of Agriculture, or’’ for ‘‘served upon the 

Secretary of Agriculture, or upon’’, substituted ‘‘file in 

the court the record of the proceedings’’ for ‘‘certify 

and file in the court a transcript of the proceedings and 

the record’’, and inserted ‘‘as provided in section 2112 of 

title 28’’, and, in second sentence, substituted ‘‘the fil-

ing of such petition’’ for ‘‘such filing’’. 

EFFECTIVE DATE OF 1984 AMENDMENT 

Amendment by Pub. L. 98–620 not applicable to cases 

pending on Nov. 8, 1984, see section 403 of Pub. L. 98–620, 

set out as an Effective Date note under section 1657 of 

Title 28, Judiciary and Judicial Procedure. 

EFFECTIVE DATE OF 1972 AMENDMENT 

Amendment by Pub. L. 92–516 effective at close of 

Oct. 21, 1972, except if regulations are necessary for im-

plementation of any provision that becomes effective 

on Oct. 21, 1972, and continuation in effect of sub-

chapter I of chapter 6 of Title 7, Agriculture, and regu-

lations thereunder, relating to control of economic poi-

sons, as in existence prior to Oct. 21, 1972, until super-

seded by provisions of Pub. L. 92–516 and regulations 

thereunder, see section 4 of Pub. L. 92–516, set out as an 

Effective Date note under section 136 of Title 7. 

TRANSFER OF FUNCTIONS 

Functions vested in Secretary of Health, Education, 

and Welfare [now Health and Human Services] in estab-

lishing tolerances for pesticide chemicals under this 

section together with authority to monitor compliance 

with tolerances and effectiveness of surveillance and 

enforcement and to provide technical assistance to 

States and conduct research under this chapter and 

section 201 et seq. of Title 42, The Public Health and 

Welfare, and functions of Department of Agriculture 

and Secretary of Agriculture under subsec. (l) of this 

section transferred to Administrator of Environmental 

Protection Agency by Reorg. Plan No. 3 of 1970, § 2(a)(4), 

eff. Dec. 2, 1970, 35 F.R. 15623, 84 Stat. 2086, set out in 

the Appendix to Title 5, Government Organization and 

Employees. 

CROSS REFERENCES 

Federal Advisory Committee Act, see Appendix to 

Title 5, Government Organization and Employees. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 342, 346b, 453, 

601, 1033 of this title; title 7 section 450i. 

§ 346b. Authorization of appropriations 

There are authorized to be appropriated, out of 
any moneys in the Treasury not otherwise ap-
propriated, such sums as may be necessary for 
the purpose and administration of sections 
321(q), (r), 342(a)(2), and 346a of this title. 

(July 22, 1954, ch. 559, § 4, 68 Stat. 517.) 

CODIFICATION 

Section was not enacted as part of the Federal Food, 

Drug, and Cosmetic Act which comprises this chapter. 

§ 347. Intrastate sales of colored oleomargarine 

(a) Law governing 

Colored oleomargarine or colored margarine 
which is sold in the same State or Territory in 
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which it is produced shall be subject in the same 
manner and to the same extent to the provisions 
of this chapter as if it had been introduced in 
interstate commerce. 

(b) Labeling and packaging requirements 

No person shall sell, or offer for sale, colored 
oleomargarine or colored margarine unless— 

(1) such oleomargarine or margarine is pack-
aged, 

(2) the net weight of the contents of any 
package sold in a retail establishment is one 
pound or less, 

(3) there appears on the label of the package 
(A) the word ‘‘oleomargarine’’ or ‘‘margarine’’ 
in type or lettering at least as large as any 
other type or lettering on such label, and (B) 
a full and accurate statement of all the ingre-
dients contained in such oleomargarine or 
margarine, and 

(4) each part of the contents of the package 
is contained in a wrapper which bears the word 
‘‘oleomargarine’’ or ‘‘margarine’’ in type or 
lettering not smaller than 20-point type. 

The requirements of this subsection shall be in 
addition to and not in lieu of any of the other 
requirements of this chapter. 

(c) Sales in public eating places 

No person shall possess in a form ready for 
serving colored oleomargarine or colored mar-
garine at a public eating place unless a notice 
that oleomargarine or margarine is served is 
displayed prominently and conspicuously in 
such place and in such manner as to render it 
likely to be read and understood by the ordinary 
individual being served in such eating place or is 
printed or is otherwise set forth on the menu in 
type or lettering not smaller than that normally 
used to designate the serving of other food 
items. No person shall serve colored oleo-
margarine or colored margarine at a public eat-
ing place, whether or not any charge is made 
therefor, unless (1) each separate serving bears 
or is accompanied by labeling identifying it as 
oleomargarine or margarine, or (2) each separate 
serving thereof is triangular in shape. 

(d) Exemption from labeling requirements 

Colored oleomargarine or colored margarine 
when served with meals at a public eating place 
shall at the time of such service be exempt from 
the labeling requirements of section 343 of this 
title (except paragraphs (a) and (f)) if it com-
plies with the requirements of subsection (b) of 
this section. 

(e) Color content of oleomargarine 

For the purpose of this section colored oleo-
margarine or colored margarine is oleo-
margarine or margarine having a tint or shade 
containing more than one and six-tenths degrees 
of yellow, or of yellow and red collectively, but 
with an excess of yellow over red, measured in 
terms of Lovibond tintometer scale or its equiv-
alent. 

(June 25, 1938, ch. 675, § 407, as added Mar. 16, 
1950, ch. 61, § 3(c), 64 Stat. 20.) 

EFFECTIVE DATE 

Section 7 of act Mar. 16, 1950, provided that: ‘‘This 

Act [enacting this section and sections 347a and 347b of 

this title and amending sections 331 and 342 of this title 

and sections 45 and 55 of Title 15, Commerce and Trade] 

shall become effective on July 1, 1950.’’ 

TRANSFER OF APPROPRIATIONS 

Section 5 of act Mar. 16, 1950, provided that: ‘‘So 

much of the unexpended balances of appropriations, al-

locations, or other funds (including funds available for 

the fiscal year ending June 30, 1950) for the use of the 

Bureau of Internal Revenue of the Treasury Depart-

ment in the exercise of functions under the Oleo-

margarine Tax Act (26 U.S.C., § 2300, subchapter A) [now 

section 4591 et seq. of Title 26, Internal Revenue Code], 

as the Director of the Bureau of the Budget [now Direc-

tor of the Office of Management and Budget] may de-

termine, shall be transferred to the Federal Security 

Agency (Food and Drug Administration) [now the De-

partment of Health and Human Services] for use in the 

enforcement of this Act [see Effective Date note 

above].’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 347b of this 

title. 

§ 347a. Congressional declaration of policy re-
garding oleomargarine sales 

The Congress finds and declares that the sale, 
or the serving in public eating places, of colored 
oleomargarine or colored margarine without 
clear identification as such or which is other-
wise adulterated or misbranded within the 
meaning of this chapter depresses the market in 
interstate commerce for butter and for oleo-
margarine or margarine clearly identified and 
neither adulterated nor misbranded, and con-
stitutes a burden on interstate commerce in 
such articles. Such burden exists, irrespective of 
whether such oleomargarine or margarine origi-
nates from an interstate source or from the 
State in which it is sold. 

(Mar. 16, 1950, ch. 61, § 3(a), 64 Stat. 20.) 

CODIFICATION 

Section was not enacted as part of the Federal Food, 

Drug, and Cosmetic Act which comprises this chapter. 

EFFECTIVE DATE 

Section effective July 1, 1950, see section 7 of act Mar. 

16, 1950, set out as a note under section 347 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 347b of this title. 

§ 347b. Contravention of State laws 

Nothing in this Act shall be construed as au-
thorizing the possession, sale, or serving of col-
ored oleomargarine or colored margarine in any 
State or Territory in contravention of the laws 
of such State or Territory. 

(Mar. 16, 1950, ch. 61, § 6, 64 Stat. 22.) 

REFERENCES IN TEXT 

This Act, referred to in text, is act Mar. 16, 1950, ch. 

61, 64 Stat. 20, which is classified to sections 331, 342, 347 

to 347b of this title, and sections 45 and 55 of Title 15, 

Commerce and Trade. For complete classification of 

this Act to the Code, see Tables. 

CODIFICATION 

Section was not enacted as part of the Federal Food, 

Drug, and Cosmetic Act which comprises this chapter. 

EFFECTIVE DATE 

Section effective July 1, 1950, see section 7 of act Mar. 

16, 1950, set out as a note under section 347 of this title. 



Page 100 TITLE 21—FOOD AND DRUGS § 348 

§ 348. Food additives 

(a) Unsafe food additives; exception for conform-
ity with exemption or regulation 

A food additive shall, with respect to any par-
ticular use or intended use of such additives, be 
deemed to be unsafe for the purposes of the ap-
plication of clause (2)(C) of section 342(a) of this 
title, unless— 

(1) it and its use or intended use conform to 
the terms of an exemption which is in effect 
pursuant to subsection (i) of this section; or 

(2) there is in effect, and it and its use or in-
tended use are in conformity with, a regula-
tion issued under this section prescribing the 
conditions under which such additive may be 
safely used. 

While such a regulation relating to a food addi-
tive is in effect, a food shall not, by reason of 
bearing or containing such an additive in ac-
cordance with the regulation, be considered 
adulterated within the meaning of clause (1) of 
section 342(a) of this title. 

(b) Petition for regulation prescribing conditions 
of safe use; contents; description of produc-
tion methods and controls; samples; notice of 
regulation 

(1) Any person may, with respect to any in-
tended use of a food additive, file with the Sec-
retary a petition proposing the issuance of a 
regulation prescribing the conditions under 
which such additive may be safely used. 

(2) Such petition shall, in addition to any ex-
planatory or supporting data, contain— 

(A) the name and all pertinent information 
concerning such food additive, including, 
where available, its chemical identity and 
composition; 

(B) a statement of the conditions of the pro-
posed use of such additive, including all direc-
tions, recommendations, and suggestions pro-
posed for the use of such additive, and includ-
ing specimens of its proposed labeling; 

(C) all relevant data bearing on the physical 
or other technical effect such additive is in-
tended to produce, and the quantity of such 
additive required to produce such effect; 

(D) a description of practicable methods for 
determining the quantity of such additive in 
or on food, and any substance formed in or on 
food, because of its use; and 

(E) full reports of investigations made with 
respect to the safety for use of such additive, 
including full information as to the methods 
and controls used in conducting such inves-
tigations. 

(3) Upon request of the Secretary, the peti-
tioner shall furnish (or, if the petitioner is not 
the manufacturer of such additive, the peti-
tioner shall have the manufacturer of such addi-
tive furnish, without disclosure to the peti-
tioner) a full description of the methods used in, 
and the facilities and controls used for, the pro-
duction of such additive. 

(4) Upon request of the Secretary, the peti-
tioner shall furnish samples of the food additive 
involved, or articles used as components thereof, 
and of the food in or on which the additive is 
proposed to be used. 

(5) Notice of the regulation proposed by the 
petitioner shall be published in general terms by 
the Secretary within thirty days after filing. 

(c) Approval or denial of petition; time for issu-
ance of order; evaluation of data; factors 

(1) The Secretary shall— 
(A) by order establish a regulation (whether 

or not in accord with that proposed by the pe-
titioner) prescribing, with respect to one or 
more proposed uses of the food additive in-
volved, the conditions under which such addi-
tive may be safely used (including, but not 
limited to, specifications as to the particular 
food or classes of food in or in which such ad-
ditive may be used, the maximum quantity 
which may be used or permitted to remain in 
or on such food, the manner in which such ad-
ditive may be added to or used in or on such 
food, and any directions or other labeling or 
packaging requirements for such additive 
deemed necessary by him to assure the safety 
of such use), and shall notify the petitioner of 
such order and the reasons for such action; or 

(B) by order deny the petition, and shall no-
tify the petitioner of such order and of the 
reasons for such action. 

(2) The order required by paragraph (1)(A) or 
(B) of this subsection shall be issued within 
ninety days after the date of filing of the peti-
tion, except that the Secretary may (prior to 
such ninetieth day), by written notice to the pe-
titioner, extend such ninety-day period to such 
time (not more than one hundred and eighty 
days after the date of filing of the petition) as 
the Secretary deems necessary to enable him to 
study and investigate the petition. 

(3) No such regulation shall issue if a fair eval-
uation of the data before the Secretary— 

(A) fails to establish that the proposed use of 
the food additive, under the conditions of use 
to be specified in the regulation, will be safe: 
Provided, That no additive shall be deemed to 
be safe if it is found to induce cancer when in-
gested by man or animal, or if it is found, 
after tests which are appropriate for the eval-
uation of the safety of food additives, to in-
duce cancer in man or animal, except that this 
proviso shall not apply with respect to the use 
of a substance as an ingredient of feed for ani-
mals which are raised for food production, if 
the Secretary finds (i) that, under the condi-
tions of use and feeding specified in proposed 
labeling and reasonably certain to be followed 
in practice, such additive will not adversely 
affect the animals for which such feed is in-
tended, and (ii) that no residue of the additive 
will be found (by methods of examination pre-
scribed or approved by the Secretary by regu-
lations, which regulations shall not be subject 
to subsections (f) and (g) of this section) in 
any edible portion of such animal after slaugh-
ter or in any food yielded by or derived from 
the living animal; or 

(B) shows that the proposed use of the addi-
tive would promote deception of the consumer 
in violation of this chapter or would otherwise 
result in adulteration or in misbranding of 
food within the meaning of this chapter. 

(4) If, in the judgment of the Secretary, based 
upon a fair evaluation of the data before him, a 
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tolerance limitation is required in order to as-
sure that the proposed use of an additive will be 
safe, the Secretary— 

(A) shall not fix such tolerance limitation at 
a level higher than he finds to be reasonably 
required to accomplish the physical or other 
technical effect for which such additive is in-
tended; and 

(B) shall not establish a regulation for such 
proposed use if he finds upon a fair evaluation 
of the data before him that such data do not 
establish that such use would accomplish the 
intended physical or other technical effect. 

(5) In determining, for the purposes of this sec-
tion, whether a proposed use of a food additive 
is safe, the Secretary shall consider among 
other relevant factors— 

(A) the probable consumption of the additive 
and of any substance formed in or on food be-
cause of the use of the additive; 

(B) the cumulative effect of such additive in 
the diet of man or animals, taking into ac-
count any chemically or pharmacologically re-
lated substance or substances in such diet; and 

(C) safety factors which in the opinion of ex-
perts qualified by scientific training and expe-
rience to evaluate the safety of food additives 
are generally recognized as appropriate for the 
use of animal experimentation data. 

(d) Regulation issued on Secretary’s initiative 

The Secretary may at any time, upon his own 
initiative, propose the issuance of a regulation 
prescribing, with respect to any particular use 
of a food additive, the conditions under which 
such additive may be safely used, and the rea-
sons therefor. After the thirtieth day following 
publication of such a proposal, the Secretary 
may by order establish a regulation based upon 
the proposal. 

(e) Publication and effective date of orders 

Any order, including any regulation estab-
lished by such order, issued under subsection (c) 
or (d) of this section, shall be published and 
shall be effective upon publication, but the Sec-
retary may stay such effectiveness if, after issu-
ance of such order, a hearing is sought with re-
spect to such order pursuant to subsection (f) of 
this section. 

(f) Objections and public hearing; basis and con-
tents of order; statement 

(1) Within thirty days after publication of an 
order made pursuant to subsection (c) or (d) of 
this section, any person adversely affected by 
such an order may file objections thereto with 
the Secretary, specifying with particularity the 
provisions of the order deemed objectionable, 
stating reasonable grounds therefor, and re-
questing a public hearing upon such objections. 
The Secretary shall, after due notice, as prompt-
ly as possible hold such public hearing for the 
purpose of receiving evidence relevant and ma-
terial to the issues raised by such objections. As 
soon as practicable after completion of the hear-
ing, the Secretary shall by order act upon such 
objections and make such order public. 

(2) Such order shall be based upon a fair eval-
uation of the entire record at such hearing, and 
shall include a statement setting forth in detail 
the findings and conclusions upon which the 
order is based. 

(3) The Secretary shall specify in the order the 
date on which it shall take effect, except that it 
shall not be made to take effect prior to the 
ninetieth day after its publication, unless the 
Secretary finds that emergency conditions exist 
necessitating an earlier effective date, in which 
event the Secretary shall specify in the order 
his findings as to such conditions. 

(g) Judicial review 

(1) In a case of actual controversy as to the va-
lidity of any order issued under subsection (f) of 
this section, including any order thereunder 
with respect to amendment or repeal of a regu-
lation issued under this section, any person who 
will be adversely affected by such order may ob-
tain judicial review by filing in the United 
States Court of Appeals for the circuit wherein 
such person resides or has his principal place of 
business, or in the United States Court of Ap-
peals for the District of Columbia Circuit, with-
in sixty days after the entry of such order, a pe-
tition praying that the order be set aside in 
whole or in part. 

(2) A copy of such petition shall be forthwith 
transmitted by the clerk of the court to the Sec-
retary, or any officer designated by him for that 
purpose, and thereupon the Secretary shall file 
in the court the record of the proceedings on 
which he based his order, as provided in section 
2112 of title 28. Upon the filing of such petition 
the court shall have jurisdiction, which upon 
the filing of the record with it shall be exclu-
sive, to affirm or set aside the order complained 
of in whole or in part. Until the filing of the 
record the Secretary may modify or set aside his 
order. The findings of the Secretary with respect 
to questions of fact shall be sustained if based 
upon a fair evaluation of the entire record at 
such hearing. 

(3) The court, on such judicial review, shall 
not sustain the order of the Secretary if he 
failed to comply with any requirement imposed 
on him by subsection (f)(2) of this section. 

(4) If application is made to the court for leave 
to adduce additional evidence, the court may 
order such additional evidence to be taken be-
fore the Secretary and to be adduced upon the 
hearing in such manner and upon such terms 
and conditions as to the court may seem proper, 
if such evidence is material and there were rea-
sonable grounds for failure to adduce such evi-
dence in the proceedings below. The Secretary 
may modify his findings as to the facts and 
order by reason of the additional evidence so 
taken, and shall file with the court such modi-
fied findings and order. 

(5) The judgment of the court affirming or set-
ting aside, in whole or in part, any order under 
this section shall be final, subject to review by 
the Supreme Court of the United States upon 
certiorari or certification as provided in section 
1254 of title 28. The commencement of proceed-
ings under this section shall not, unless specifi-
cally ordered by the court to the contrary, oper-
ate as a stay of an order. 

(h) Amendment or repeal of regulations 

The Secretary shall by regulation prescribe 
the procedure by which regulations under the 
foregoing provisions of this section may be 
amended or repealed, and such procedure shall 
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conform to the procedure provided in this sec-
tion for the promulgation of such regulations. 

(i) Exemptions for investigational use 

Without regard to subsections (b) to (h), inclu-
sive, of this section, the Secretary shall by regu-
lation provide for exempting from the require-
ments of this section any food additive, and any 
food bearing or containing such additive, in-
tended solely for investigational use by qualified 
experts when in his opinion such exemption is 
consistent with the public health. 

(June 25, 1938, ch. 675, § 409, as added Sept. 6, 1958, 
Pub. L. 85–929, § 4, 72 Stat. 1785; amended June 29, 
1960, Pub. L. 86–546, § 2, 74 Stat. 255; Oct. 10, 1962, 
Pub. L. 87–781, title I, § 104(f)(1), 76 Stat. 785; Nov. 
8, 1984, Pub. L. 98–620, title IV, § 402(25)(B), 98 
Stat. 3359.) 

AMENDMENTS 

1984—Subsec. (g)(2). Pub. L. 98–620 struck out provi-

sion that required the court to advance on the docket 

and expedite the disposition of all causes filed therein 

pursuant to this section. 

1962—Subsec. (c)(3)(A). Pub. L. 87–781 excepted proviso 

from applying to use of a substance as an ingredient of 

feed for animals raised for food production, if under 

conditions of use specified in proposed labeling, and 

which conditions are reasonably certain to be followed 

in practice, such additive will not adversely affect the 

animals and no residue will be found in any edible por-

tion of such animal after slaughter, or in any food from 

the living animal. 

1960—Subsec. (g)(2). Pub. L. 86–546 substituted ‘‘forth-

with transmitted by the clerk of the court to the Sec-

retary, or any officer’’ for ‘‘served upon the Secretary, 

or upon any officer’’, ‘‘shall file in the court the record 

of the proceedings on which he based his order, as pro-

vided in section 2112 of title 28’’ for ‘‘shall certify and 

file in the court a transcript of the proceedings and the 

record on which he based his order’’, and ‘‘Upon the fil-

ing of such petition the court shall have jurisdiction, 

which upon the filing of the record with it shall be ex-

clusive,’’ for ‘‘Upon such filing, the court shall have ex-

clusive jurisdiction’’, and inserted sentence authorizing 

the Secretary to modify or set aside his order until the 

filing of the record. 

EFFECTIVE DATE OF 1984 AMENDMENT 

Amendment by Pub. L. 98–620 not applicable to cases 

pending on Nov. 8, 1984, see section 403 of Pub. L. 98–620, 

set out as an Effective Date note under section 1657 of 

Title 28, Judiciary and Judicial Procedure. 

EFFECTIVE DATE OF 1962 AMENDMENT; EXCEPTIONS 

Amendment by Pub. L. 87–781 effective Oct. 10, 1962, 

see section 107 of Pub. L. 87–781, set out as an Effective 

Date of 1962 Amendment note under section 321 of this 

title. 

EFFECTIVE DATE 

Section effective Sept. 6, 1958, see section 6(a) of Pub. 

L. 85–929, set out as an Effective Date of 1958 Amend-

ment note under section 342 of this title. 

TRANSFER OF FUNCTIONS 

Functions vested in Secretary of Health, Education, 

and Welfare [now Health and Human Services] in estab-

lishing tolerances for pesticide chemicals under this 

section together with authority to monitor compliance 

with tolerances and effectiveness of surveillance and 

enforcement and to provide technical assistance to 

States and conduct research under this chapter and 

section 201 et seq. of Title 42, The Public Health and 

Welfare, transferred to Administrator of Environ-

mental Protection Agency by Reorg. Plan No. 3 of 1970, 

§ 2(a)(4), eff. Dec. 2, 1970, 35 F.R. 15623, 84 Stat. 2086, set 

out in the Appendix to Title 5, Government Organiza-

tion and Employees. 

MORATORIUM ON AUTHORITY OF SECRETARY WITH 

RESPECT TO SACCHARIN 

Pub. L. 95–203, § 3, Nov. 23, 1977, 91 Stat. 1452, as 

amended by Pub. L. 96–88, title V, § 509(b), Oct. 17, 1979, 

93 Stat. 695; Pub. L. 96–273, June 17, 1980, 94 Stat. 536; 

Pub. L. 97–42, § 2, Aug. 14, 1981, 95 Stat. 946; Pub. L. 

98–22, § 2, Apr. 22, 1983, 97 Stat. 173; Pub. L. 99–46, May 

24, 1985, 99 Stat. 81; Pub. L. 100–71, title I, § 101, July 11, 

1987, 101 Stat. 431; Pub. L. 102–142, title VI, Oct. 28, 1991, 

105 Stat. 910, provided that: ‘‘During the period ending 

May 1, 1997, the Secretary— 
‘‘(1) may not amend or revoke the interim food ad-

ditive regulation of the Food and Drug Administra-

tion of the Department of Health and Human Serv-

ices applicable to saccharin and published on March 

15, 1977 (section 180.37 of part 180, subchapter B, chap-

ter 1, title 21, Code of Federal Regulations (42 Fed. 

Reg. 14638)), or 
‘‘(2) may, except as provided in section 4 [enacting 

section 343a of this title, amending sections 321 and 

343 of this title, and enacting provisions set out as 

notes under section 343 of this title] and the amend-

ments made by such section, not take any other ac-

tion under the Federal Food, Drug, and Cosmetic Act 

[this chapter] to prohibit or restrict the sale or dis-

tribution of saccharin, any food permitted by such in-

terim food additive regulation to contain saccharin, 

or any drug or cosmetic containing saccharin, 
solely on the basis of the carcinogenic or other toxic ef-

fect of saccharin as determined by any study made 

available to the Secretary before the date of the enact-

ment of this Act [Nov. 23, 1977] which involved human 

studies or animal testing, or both.’’ 
For definition of ‘‘saccharin’’ as used in this note, see 

section 2(d) of Pub. L. 95–203. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 321, 331, 342, 

379e, 453, 601, 1033 of this title; title 7 section 450i; title 

15 section 1262; title 35 section 155. 

§ 349. Bottled drinking water standards; publica-
tion in Federal Register 

Whenever the Administrator of the Environ-
mental Protection Agency prescribes interim or 
revised national primary drinking water regula-
tions under section 300g–1 of title 42, the Sec-
retary shall consult with the Administrator and 
within 180 days after the promulgation of such 
drinking water regulations either promulgate 
amendments to regulations under this chapter 
applicable to bottled drinking water or publish 
in the Federal Register his reasons for not mak-
ing such amendments. 

(June 25, 1938, ch. 675, § 410, as added Dec. 16, 1974, 
Pub. L. 93–523, § 4, 88 Stat. 1694.) 

§ 350. Vitamins and minerals 

(a) Authority and limitations of Secretary; appli-
cability 

(1) Except as provided in paragraph (2)— 
(A) the Secretary may not establish, under 

section 321(n), 341, or 343 of this title, maxi-
mum limits on the potency of any synthetic or 
natural vitamin or mineral within a food to 
which this section applies; 

(B) the Secretary may not classify any natu-
ral or synthetic vitamin or mineral (or combi-
nation thereof) as a drug solely because it ex-
ceeds the level of potency which the Secretary 
determines is nutritionally rational or useful; 
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1 So in original. Probably should be ‘‘paragraph’’. 

(C) the Secretary may not limit, under sec-
tion 321(n), 341, or 343 of this title, the combi-
nation or number of any synthetic or natu-
ral— 

(i) vitamin, 
(ii) mineral, or 
(iii) other ingredient of food, 

within a food to which this section applies. 

(2) Paragraph (1) shall not apply in the case of 
a vitamin, mineral, other ingredient of food, or 
food, which is represented for use by individuals 
in the treatment or management of specific dis-
eases or disorders, by children, or by pregnant or 
lactating women. For purposes of this subpara-
graph,1 the term ‘‘children’’ means individuals 
who are under the age of twelve years. 

(b) Labeling and advertising requirements for 
foods 

(1) A food to which this section applies shall 
not be deemed under section 343 of this title to 
be misbranded solely because its label bears, in 
accordance with section 343(i)(2) of this title, all 
the ingredients in the food or its advertising 
contains references to ingredients in the food 
which are not vitamins or minerals. 

(2) The labeling for any food to which this sec-
tion applies may not list its ingredients which 
are not dietary supplement ingredients de-
scribed in section 321(ff) of this title (i) except as 
a part of a list of all the ingredients of such 
food, and (ii) unless such ingredients are listed 
in accordance with applicable regulations under 
section 343 of this title. To the extent that com-
pliance with clause (i) of this subparagraph is 
impracticable or results in deception or unfair 
competition, exemptions shall be established by 
regulations promulgated by the Secretary. 

(c) Definitions 

(1) For purposes of this section, the term ‘‘food 
to which this section applies’’ means a food for 
humans which is a food for special dietary use— 

(A) which is or contains any natural or syn-
thetic vitamin or mineral, and 

(B) which— 
(i) is intended for ingestion in tablet, cap-

sule, powder, softgel, gelcap, or liquid form, 
or 

(ii) if not intended for ingestion in such a 
form, is not represented as conventional 
food and is not represented for use as a sole 
item of a meal or of the diet. 

(2) For purposes of paragraph (1)(B)(i), a food 
shall be considered as intended for ingestion in 
liquid form only if it is formulated in a fluid 
carrier and it is intended for ingestion in daily 
quantities measured in drops or similar small 
units of measure. 

(3) For purposes of paragraph (1) and of section 
343(j) of this title insofar as that section is ap-
plicable to food to which this section applies, 
the term ‘‘special dietary use’’ as applied to food 
used by man means a particular use for which a 
food purports or is represented to be used, in-
cluding but not limited to the following: 

(A) Supplying a special dietary need that ex-
ists by reason of a physical, physiological, 

pathological, or other condition, including but 
not limited to the condition of disease, con-
valescence, pregnancy, lactation, infancy, al-
lergic hypersensitivity to food, underweight, 
overweight, or the need to control the intake 
of sodium. 

(B) Supplying a vitamin, mineral, or other 
ingredient for use by man to supplement his 
diet by increasing the total dietary intake. 

(C) Supplying a special dietary need by rea-
son of being a food for use as the sole item of 
the diet. 

(June 25, 1938, ch. 675, § 411, as added Apr. 22, 1976, 
Pub. L. 94–278, title V, § 501(a), 90 Stat. 410; 
amended Oct. 25, 1994, Pub. L. 103–417, §§ 3(c), 
7(d), 108 Stat. 4328, 4331.) 

AMENDMENTS 

1994—Subsec. (b)(2). Pub. L. 103–417, § 7(d), redesig-

nated subpar. (A) as par. (2), substituted ‘‘dietary sup-

plement ingredients described in section 321(ff) of this 

title’’ for ‘‘vitamins or minerals’’, and struck out 

former subpar. (B), which read as follows: ‘‘Notwith-

standing the provisions of subparagraph (A), the label-

ing and advertising for any food to which this section 

applies may not give prominence to or emphasize ingre-

dients which are not— 

‘‘(i) vitamins, 

‘‘(ii) minerals, or 

‘‘(iii) represented as a source of vitamins or min-

erals.’’ 

Subsec. (c)(1)(B)(i). Pub. L. 103–417, § 3(c)(1), inserted 

‘‘powder, softgel, gelcap,’’ after ‘‘capsule,’’. 

Subsec. (c)(1)(B)(ii). Pub. L. 103–417, § 3(c)(2), struck 

out ‘‘does not simulate and’’ after ‘‘in such a form,’’. 

EFFECTIVE DATE OF 1994 AMENDMENT 

For provision that dietary supplements may be la-

beled after Oct. 25, 1994, in accordance with amend-

ments made by section 7(d) of Pub. L. 103–417, and shall 

be so labeled after Dec. 31, 1996, see section 7(e) of Pub. 

L. 103–417, set out as a note under section 343 of this 

title. 

AMENDMENT OF INCONSISTENT REGULATIONS BY 

SECRETARY 

Section 501(b) of Pub. L. 94–278, as amended by Pub. 

L. 96–88, title V, § 509(b), Oct. 17, 1979, 93 Stat. 695, pro-

vided that: ‘‘The Secretary of Health and Human Serv-

ices shall amend any regulation promulgated under the 

Federal Food, Drug, and Cosmetic Act [this chapter] 

which is inconsistent with section 411 of such Act [sec-

tion 350 of this title] (as added by subsection (a)) and 

such amendments shall be promulgated in accordance 

with section 553 of title 5, United States Code.’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 321, 343 of this 

title. 

§ 350a. Infant formulas 

(a) Adulteration 

An infant formula, including an infant for-
mula powder, shall be deemed to be adulterated 
if— 

(1) such infant formula does not provide nu-
trients as required by subsection (i) of this 
section, 

(2) such infant formula does not meet the 
quality factor requirements prescribed by the 
Secretary under subsection (b)(1) of this sec-
tion, or 

(3) the processing of such infant formula is 
not in compliance with the good manufactur-
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ing practices and the quality control proce-
dures prescribed by the Secretary under sub-
section (b)(2) of this section. 

(b) Requirements for quality factors, good manu-
facturing practices, and retention of records 

(1) The Secretary shall by regulation establish 
requirements for quality factors for infant for-
mulas to the extent possible consistent with 
current scientific knowledge, including quality 
factor requirements for the nutrients required 
by subsection (i) of this section. 

(2)(A) The Secretary shall by regulation estab-
lish good manufacturing practices for infant for-
mulas, including quality control procedures that 
the Secretary determines are necessary to as-
sure that an infant formula provides nutrients 
in accordance with this subsection and sub-
section (i) of this section and is manufactured in 
a manner designed to prevent adulteration of 
the infant formula. 

(B) The good manufacturing practices and 
quality control procedures prescribed by the 
Secretary under subparagraph (A) shall include 
requirements for— 

(i) the testing, in accordance with paragraph 
(3) and by the manufacturer of an infant for-
mula or an agent of such manufacturer, of 
each batch of infant formula for each nutrient 
required by subsection (i) of this section be-
fore the distribution of such batch, 

(ii) regularly scheduled testing, by the man-
ufacturer of an infant formula or an agent of 
such manufacturer, of samples of infant for-
mulas during the shelf life of such formulas to 
ensure that such formulas are in compliance 
with this section, 

(iii) in-process controls including, where 
necessary, testing required by good manufac-
turing practices designed to prevent adultera-
tion of each batch of infant formula, and 

(iv) the conduct by the manufacturer of an 
infant formula or an agent of such manufac-
turer of regularly scheduled audits to deter-
mine that such manufacturer has complied 
with the regulations prescribed under subpara-
graph (A). 

In prescribing requirements for audits under 
clause (iv), the Secretary shall provide that such 
audits be conducted by appropriately trained in-
dividuals who do not have any direct respon-
sibility for the manufacture or production of in-
fant formula. 

(3)(A) At the final product stage, each batch of 
infant formula shall be tested for vitamin A, vi-
tamin B1, vitamin C, and vitamin E to ensure 
that such infant formula is in compliance with 
the requirements of this subsection and sub-
section (i) of this section relating to such vita-
mins. 

(B) Each nutrient premix used in the manufac-
ture of an infant formula shall be tested for each 
relied upon nutrient required by subsection (i) of 
this section which is contained in such premix 
to ensure that such premix is in compliance 
with its specifications or certifications by a pre-
mix supplier. 

(C) During the manufacturing process or at 
the final product stage and before distribution 
of an infant formula, an infant formula shall be 
tested for all nutrients required to be included 

in such formula by subsection (i) of this section 
for which testing has not been conducted pursu-
ant to subparagraph (A) or (B). Testing under 
this subparagraph shall be conducted to— 

(i) ensure that each batch of such infant for-
mula is in compliance with the requirements 
of subsection (i) of this section relating to 
such nutrients, and 

(ii) confirm that nutrients contained in any 
nutrient premix used in such infant formula 
are present in each batch of such infant for-
mula in the proper concentration. 

(D) If the Secretary adds a nutrient to the list 
of nutrients in the table in subsection (i) of this 
section, the Secretary shall by regulation re-
quire that the manufacturer of an infant for-
mula test each batch of such formula for such 
new nutrient in accordance with subparagraph 
(A), (B), or (C). 

(E) For purposes of this paragraph, the term 
‘‘final product stage’’ means the point in the 
manufacturing process, before distribution of an 
infant formula, at which an infant formula is 
homogenous and is not subject to further deg-
radation. 

(4)(A) The Secretary shall by regulation estab-
lish requirements respecting the retention of 
records. Such requirements shall provide for— 

(i) the retention of all records necessary to 
demonstrate compliance with the good manu-
facturing practices and quality control proce-
dures prescribed by the Secretary under para-
graph (2), including records containing the re-
sults of all testing required under paragraph 
(2)(B), 

(ii) the retention of all certifications or 
guarantees of analysis by premix suppliers, 

(iii) the retention by a premix supplier of all 
records necessary to confirm the accuracy of 
all premix certifications and guarantees of 
analysis, 

(iv) the retention of— 
(I) all records pertaining to the micro-

biological quality and purity of raw mate-
rials used in infant formula powder and in 
finished infant formula, and 

(II) all records pertaining to food packag-
ing materials which show that such mate-
rials do not cause an infant formula to be 
adulterated within the meaning of section 
342(a)(2)(C) of this title, 

(v) the retention of all records of the results 
of regularly scheduled audits conducted pursu-
ant to the requirements prescribed by the Sec-
retary under paragraph (2)(B)(iv), and 

(vi) the retention of all complaints and the 
maintenance of files with respect to, and the 
review of, complaints concerning infant for-
mulas which may reveal the possible existence 
of a hazard to health. 

(B)(i) Records required under subparagraph (A) 
with respect to an infant formula shall be re-
tained for at least one year after the expiration 
of the shelf life of such infant formula. Except 
as provided in clause (ii), such records shall be 
made available to the Secretary for review and 
duplication upon request of the Secretary. 

(ii) A manufacturer need only provide written 
assurances to the Secretary that the regularly 
scheduled audits required by paragraph (2)(B)(iv) 
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are being conducted by the manufacturer, and 
need not make available to the Secretary the 
actual written reports of such audits. 

(c) Registration of persons distributing new in-
fant formula 

(1) No person shall introduce or deliver for in-
troduction into interstate commerce any new 
infant formula unless— 

(A) such person has, before introducing such 
new infant formula, or delivering such new in-
fant formula for introduction, into interstate 
commerce, registered with the Secretary the 
name of such person, the place of business of 
such person, and all establishments at which 
such person intends to manufacture such new 
infant formula, and 

(B) such person has at least 90 days before 
marketing such new infant formula, made the 
submission to the Secretary required by sub-
section (c)(1) of this section. 

(2) For purposes of paragraph (1), the term 
‘‘new infant formula’’ includes— 

(A) an infant formula manufactured by a 
person which has not previously manufactured 
an infant formula, and 

(B) an infant formula manufactured by a 
person which has previously manufactured in-
fant formula and in which there is a major 
change, in processing or formulation, from a 
current or any previous formulation produced 
by such manufacturer. 

For purposes of this paragraph, the term ‘‘major 
change’’ has the meaning given to such term in 
section 106.30(c)(2) of title 21, Code of Federal 
Regulations (as in effect on August 1, 1986), and 
guidelines issued thereunder. 

(d) Submission of information about new infant 
formula required 

(1) A person shall, with respect to any infant 
formula subject to subsection (c) of this section, 
make a submission to the Secretary which shall 
include— 

(A) the quantitative formulation of the in-
fant formula, 

(B) a description of any reformulation of the 
formula or change in processing of the infant 
formula, 

(C) assurances that the infant formula will 
not be marketed unless it meets the require-
ments of subsections (b)(1) and (i) of this sec-
tion, as demonstrated by the testing required 
under subsection (b)(3) of this section, and 

(D) assurances that the processing of the in-
fant formula complies with subsection (b)(2) of 
this section. 

(2) After the first production of an infant for-
mula subject to subsection (c) of this section, 
and before the introduction into interstate com-
merce of such formula, the manufacturer of such 
formula shall submit to the Secretary, in such 
form as may be prescribed by the Secretary, a 
written verification which summarizes test re-
sults and records demonstrating that such for-
mula complies with the requirements of sub-
sections (b)(1), (b)(2)(A), (b)(2)(B)(i), (b)(2)(B)(iii), 
(b)(3)(A), (b)(3)(C), and (i) of this section. 

(3) If the manufacturer of an infant formula 
for commercial or charitable distribution for 

human consumption determines that a change 
in the formulation of the formula or a change in 
the processing of the formula may affect wheth-
er the formula is adulterated under subsection 
(a) of this section, the manufacturer shall, be-
fore the first processing of such formula, make 
the submission to the Secretary required by 
paragraph (1). 

(e) Additional notice requirements for manufac-
turer 

(1) If the manufacturer of an infant formula 
has knowledge which reasonably supports the 
conclusion that an infant formula which has 
been processed by the manufacturer and which 
has left an establishment subject to the control 
of the manufacturer— 

(A) may not provide the nutrients required 
by subsection (i) of this section, or 

(B) may be otherwise adulterated or mis-
branded, 

the manufacturer shall promptly notify the Sec-
retary of such knowledge. If the Secretary de-
termines that the infant formula presents a risk 
to human health, the manufacturer shall imme-
diately take all actions necessary to recall ship-
ments of such infant formula from all wholesale 
and retail establishments, consistent with recall 
regulations and guidelines issued by the Sec-
retary. 

(2) For purposes of paragraph (1), the term 
‘‘knowledge’’ as applied to a manufacturer 
means (A) the actual knowledge that the manu-
facturer had, or (B) the knowledge which a rea-
sonable person would have had under like cir-
cumstances or which would have been obtained 
upon the exercise of due care. 

(f) Procedures applicable to recalls by manufac-
turer; regulatory oversight 

(1) If a recall of infant formula is begun by a 
manufacturer, the recall shall be carried out in 
accordance with such requirements as the Sec-
retary shall prescribe under paragraph (2) and— 

(A) the Secretary shall, not later than the 
15th day after the beginning of such recall and 
at least once every 15 days thereafter until the 
recall is terminated, review the actions taken 
under the recall to determine whether the re-
call meets the requirements prescribed under 
paragraph (2), and 

(B) the manufacturer shall, not later than 
the 14th day after the beginning of such recall 
and at least once every 14 days thereafter 
until the recall is terminated, report to the 
Secretary the actions taken to implement the 
recall. 

(2) The Secretary shall by regulation prescribe 
the scope and extent of recalls of infant for-
mulas necessary and appropriate for the degree 
of risks to human health presented by the for-
mula subject to the recall. 

(3) The Secretary shall by regulation require 
each manufacturer of an infant formula who be-
gins a recall of such formula because of a risk to 
human health to request each retail establish-
ment at which such formula is sold or available 
for sale to post at the point of purchase of such 
formula a notice of such recall at such establish-
ment for such time that the Secretary deter-
mines necessary to inform the public of such re-
call. 
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(g) Recordkeeping requirements for manufac-
turer; regulatory oversight and enforcement 

(1) Each manufacturer of an infant formula 
shall make and retain such records respecting 
the distribution of the infant formula through 
any establishment owned or operated by such 
manufacturer as may be necessary to effect and 
monitor recalls of the formula. Such records 
shall be retained for at least one year after the 
expiration of the shelf life of the infant formula. 

(2) To the extent that the Secretary deter-
mines that records are not being made or main-
tained in accordance with paragraph (1), the 
Secretary may by regulation prescribe the rec-
ords required to be made under paragraph (1) 
and requirements respecting the retention of 
such records under such paragraph. Such regula-
tions shall take effect on such date as the Sec-
retary prescribes but not sooner than the 180th 
day after the date such regulations are promul-
gated. Such regulations shall apply only with 
respect to distributions of infant formulas made 
after such effective date. 

(h) Exemptions; regulatory oversight 

(1) Any infant formula which is represented 
and labeled for use by an infant— 

(A) who has an inborn error of metabolism 
or a low birth weight, or 

(B) who otherwise has an unusual medical or 
dietary problem, 

is exempt from the requirements of subsections 
(a), (b), and (c) of this section. The manufacturer 
of an infant formula exempt under this para-
graph shall, in the case of the exempt formula, 
be required to provide the notice required by 
subsection (e)(1) of this section only with re-
spect to adulteration or misbranding described 
in subsection (e)(1)(B) of this section and to 
comply with the regulations prescribed by the 
Secretary under paragraph (2). 

(2) The Secretary may by regulation establish 
terms and conditions for the exemption of an in-
fant formula from the requirements of sub-
sections (a), (b), and (c) of this section. An ex-
emption of an infant formula under paragraph 
(1) may be withdrawn by the Secretary if such 
formula is not in compliance with applicable 
terms and conditions prescribed under this para-
graph. 

(i) Nutrient requirements 

(1) An infant formula shall contain nutrients 
in accordance with the table set out in this sub-
section or, if revised by the Secretary under 
paragraph (2), as so revised. 

(2) The Secretary may by regulation— 
(A) revise the list of nutrients in the table in 

this subsection, and 
(B) revise the required level for any nutrient 

required by the table. 

NUTRIENTS 

Nutrient Minimum a 
Maxi-
mum a 

Protein (gm) ........... 1 .8 b ...................... 4.5. 

Fat: 

gm ....................... 3 .3 ...................... 6.0. 

percent cal .......... 30 .0 ...................... 54.0. 

Essential fatty 

acids (lino-

eate): 

NUTRIENTS—Continued 

Nutrient Minimum a 
Maxi-
mum a 

percent cal .......... 2 .7 ......................

mg ....................... 300 .0 ......................

Vitamins: 

A (IU) .................. 250 .0 (75 µg)c .......... 750.0 

(225 

µg).c 

D (IU) .................. 40 .0 ...................... 100.0. 

K (µg) .................. 4 .0 ......................

E (IU) .................. 0 .7 (with 0.7 IU/ 

gm linoleic 

acid).

C (ascorbic acid) 

(mg).

8 .0 ......................

B1 (thiamine) (µg) 40 .0 ......................

B2 (riboflavin) 

(µg).

60 .0 ......................

B6 (pyridoxine) 

(µg).

35 .0 (with 15 µg/ 

gm of pro-

tein in for-

mula).

B12 (µg) ................ 0 .15 ......................

Niacin (µg) ........... 250 .0 ......................

Folic acid (µg) ..... 4 .0 ......................

Pantothenic acid 

(µg).

300 .0 ......................

Biotin (µg) ........... 1 .5 d ......................

Choline (mg) ........ 7 .0 d ......................

Inositol (mg) ....... 4 .0 d ......................

Minerals: 

Calcium (mg) ...... 50 .0 e ......................

Phosphorus (mg) 25 .0 e ......................

Magnesium (mg) 6 .0 ......................

Iron (mg) ............. 0 .15 ......................

Iodine (µg) ........... 5 .0 ......................

Zinc (mg) ............. 0 .5 ......................

Copper (µg) .......... 60 .0 ......................

Manganese (µg) ... 5 .0 ......................

Sodium (mg) ........ 20 .0 ...................... 60.0. 

Potassium (mg) ... 80 .0 ...................... 200.0. 

Chloride (mg) ...... 55 .0 ...................... 150.0. 

a Stated per 100 kilocalories. 
b The source of protein shall be at least nutritionally equiva-

lent to casein. 
c Retinol equivalents. 
d Required to be included in this amount only in formulas 

which are not milk-based. 
e Calcium to phosphorus ratio must be no less than 1.1 nor 

more than 2.0. 

(June 25, 1938, ch. 675, § 412, as added Sept. 26, 
1980, Pub. L. 96–359, § 2, 94 Stat. 1190; amended 
Oct. 27, 1986, Pub. L. 99–570, title IV, § 4014(a), 
(b)(1), 100 Stat. 3207–116, 3207–120; Aug. 13, 1993, 
Pub. L. 103–80, § 3(l), 107 Stat. 777.) 

AMENDMENTS 

1993—Subsec. (h)(1). Pub. L. 103–80 substituted 

‘‘(e)(1)(B) of this section’’ for ‘‘(c)(1)(B) of this section,’’ 

in concluding provisions. 
1986—Subsecs. (a) to (d). Pub. L. 99–570, § 4014(a)(7), 

added subsecs. (a) to (d) and struck out former subsecs. 

(a) relating to adulteration and regulatory oversight, 

(b) relating to notice to the Secretary by a manufac-

turer and requirements and scope of that notice, (c) re-

lating to additional notice requirements for the manu-

facturer, and (d) relating to procedures applicable to 

recalls by a manufacturer. 
Subsecs. (e), (f). Pub. L. 99–570, § 4014(a)(1), (7), added 

subsecs. (e) and (f) and redesignated former subsecs. (e) 

and (f) as (g) and (h), respectively. 
Subsec. (g). Pub. L. 99–570, § 4014(a)(1), (2), redesig-

nated subsec. (e) as (g) and substituted ‘‘Such records 

shall be retained for at least one year after the expira-

tion of the shelf life of the infant formula’’ for ‘‘No 

manufacturer shall be required under this subsection to 

retain any record respecting the distribution of an in-
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fant formula for a period of longer than 2 years from 

the date the record was made’’. Former subsec. (g) re-

designated (i). 

Subsec. (h). Pub. L. 99–570, § 4014(a)(1), redesignated 

subsec. (f) as (h). 

Subsec. (h)(1). Pub. L. 99–570, § 4014(a)(3), (4), sub-

stituted ‘‘(a), (b), and (c)’’ for ‘‘(a) and (b)’’ and ‘‘(e)(1)’’ 

for ‘‘(c)(1)’’. 

Pub. L. 99–570, § 4014(a)(5), which directed that 

‘‘(d)(1)(B)’’ be substituted for ‘‘(e)(1)(B)’’ in second sen-

tence could not be executed because ‘‘(e)(1)(B)’’ did not 

appear. See 1993 Amendment note above. 

Subsec. (h)(2). Pub. L. 99–570, § 4014(a)(6), substituted 

‘‘(a), (b), and (c)’’ for ‘‘(a) and (b)’’. 

Subsec. (i). Pub. L. 99–570, § 4014(a)(1), (b)(1), redesig-

nated subsec. (g) as (i), designated existing provisions 

as par. (1), substituted ‘‘paragraph (2)’’ for ‘‘subsection 

(a)(2) of this section’’, substituted a period for the colon 

after ‘‘as so revised’’, and added par. (2). 

EFFECTIVE DATE OF 1980 AMENDMENT 

Section 6 of Pub. L. 96–359 provided that: ‘‘Section 412 

of the Federal Food, Drug, and Cosmetic Act (added by 

section 2) [this section] shall apply with respect to in-

fant formulas manufactured on or after the 90th day 

after the date of the enactment of this Act [Sept. 26, 

1980].’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 343, 374 of 

this title. 

§ 350b. New dietary ingredients 

(a) In general 

A dietary supplement which contains a new di-
etary ingredient shall be deemed adulterated 
under section 342(f) of this title unless it meets 
one of the following requirements: 

(1) The dietary supplement contains only di-
etary ingredients which have been present in 
the food supply as an article used for food in 
a form in which the food has not been chemi-
cally altered. 

(2) There is a history of use or other evi-
dence of safety establishing that the dietary 
ingredient when used under the conditions rec-
ommended or suggested in the labeling of the 
dietary supplement will reasonably be ex-
pected to be safe and, at least 75 days before 
being introduced or delivered for introduction 
into interstate commerce, the manufacturer 
or distributor of the dietary ingredient or di-
etary supplement provides the Secretary with 
information, including any citation to pub-
lished articles, which is the basis on which the 
manufacturer or distributor has concluded 
that a dietary supplement containing such di-
etary ingredient will reasonably be expected 
to be safe. 

The Secretary shall keep confidential any infor-
mation provided under paragraph (2) for 90 days 
following its receipt. After the expiration of 
such 90 days, the Secretary shall place such in-
formation on public display, except matters in 
the information which are trade secrets or 
otherwise confidential, commercial information. 

(b) Petition 

Any person may file with the Secretary a peti-
tion proposing the issuance of an order prescrib-
ing the conditions under which a new dietary in-
gredient under its intended conditions of use 
will reasonably be expected to be safe. The Sec-

retary shall make a decision on such petition 
within 180 days of the date the petition is filed 
with the Secretary. For purposes of chapter 7 of 
title 5, the decision of the Secretary shall be 
considered final agency action. 

(c) ‘‘New dietary ingredient’’ defined 

For purposes of this section, the term ‘‘new di-
etary ingredient’’ means a dietary ingredient 
that was not marketed in the United States be-
fore October 15, 1994 and does not include any di-
etary ingredient which was marketed in the 
United States before October 15, 1994. 

(June 25, 1938, ch. 675, § 413, as added Oct. 25, 1994, 
Pub. L. 103–417, § 8, 108 Stat. 4331.) 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 331 of this title. 

SUBCHAPTER V—DRUGS AND DEVICES 

PART A—DRUGS AND DEVICES 

§ 351. Adulterated drugs and devices 

A drug or device shall be deemed to be adulter-
ated— 

(a) Poisonous, insanitary, etc., ingredients; ade-
quate controls in manufacture 

(1) If it consists in whole or in part of any 
filthy, putrid, or decomposed substance; or 
(2)(A) if it has been prepared, packed, or held 
under insanitary conditions whereby it may 
have been contaminated with filth, or whereby 
it may have been rendered injurious to health; 
or (B) if it is a drug and the methods used in, or 
the facilities or controls used for, its manufac-
ture, processing, packing, or holding do not con-
form to or are not operated or administered in 
conformity with current good manufacturing 
practice to assure that such drug meets the re-
quirements of this chapter as to safety and has 
the identity and strength, and meets the quality 
and purity characteristics, which it purports or 
is represented to possess; or (3) if its container 
is composed, in whole or in part, of any poison-
ous or deleterious substance which may render 
the contents injurious to health; or (4) if (A) it 
bears or contains, for purposes of coloring only, 
a color additive which is unsafe within the 
meaning of section 379e(a) of this title, or (B) it 
is a color additive the intended use of which in 
or on drugs or devices is for purposes of coloring 
only and is unsafe within the meaning of section 
379e(a) of this title; or (5) if it is a new animal 
drug which is unsafe within the meaning of sec-
tion 360b of this title; or (6) if it is an animal 
feed bearing or containing a new animal drug, 
and such animal feed is unsafe within the mean-
ing of section 360b of this title. 

(b) Strength, quality, or purity differing from of-
ficial compendium 

If it purports to be or is represented as a drug 
the name of which is recognized in an official 
compendium, and its strength differs from, or 
its quality or purity falls below, the standard 
set forth in such compendium. Such determina-
tion as to strength, quality, or purity shall be 
made in accordance with the tests or methods of 
assay set forth in such compendium, except that 
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1 So in original. Probably should be ‘‘subparagraph’’. 

whenever tests or methods of assay have not 
been prescribed in such compendium, or such 
tests or methods of assay as are prescribed are, 
in the judgment of the Secretary, insufficient 
for the making of such determination, the Sec-
retary shall bring such fact to the attention of 
the appropriate body charged with the revision 
of such compendium, and if such body fails with-
in a reasonable time to prescribe tests or meth-
ods of assay which, in the judgment of the Sec-
retary, are sufficient for purposes of this para-
graph, then the Secretary shall promulgate reg-
ulations prescribing appropriate tests or meth-
ods of assay in accordance with which such de-
termination as to strength, quality, or purity 
shall be made. No drug defined in an official 
compendium shall be deemed to be adulterated 
under this paragraph because it differs from the 
standard of strength, quality, or purity therefor 
set forth in such compendium, if its difference in 
strength, quality, or purity from such standard 
is plainly stated on its label. Whenever a drug is 
recognized in both the United States Pharma-
copoeia and the Homoeopathic Pharmacopoeia 
of the United States it shall be subject to the re-
quirements of the United States Pharmacopoeia 
unless it is labeled and offered for sale as a 
homoeopathic drug, in which case it shall be 
subject to the provisions of the Homoeopathic 
Pharmacopoeia of the United States and not to 
those of the United States Pharmacopoeia. 

(c) Misrepresentation of strength, etc., where 
drug is unrecognized in compendium 

If it is not subject to the provisions of para-
graph (b) of this section and its strength differs 
from, or its purity or quality falls below, that 
which it purports or is represented to possess. 

(d) Mixture with or substitution of another sub-
stance 

If it is a drug and any substance has been (1) 
mixed or packed therewith so as to reduce its 
quality or strength or (2) substituted wholly or 
in part therefor. 

(e) Devices not in conformity with performance 
standards 

If it is, or purports to be or is represented as, 
a device which is subject to a performance 
standard established under section 360d of this 
title unless such device is in all respects in con-
formity with such standard. 

(f) Certain class III devices 

(1) If it is a class III device— 
(A)(i) which is required by a regulation pro-

mulgated under subsection (b) of section 360e 
of this title to have an approval under such 
section of an application for premarket ap-
proval and which is not exempt from section 
360e of this title under section 360j(g) of this 
title, and 

(ii)(I) for which an application for premarket 
approval or a notice of completion of a prod-
uct development protocol was not filed with 
the Secretary within the ninety-day period be-
ginning on the date of the promulgation of 
such regulation, or 

(II) for which such an application was filed 
and approval of the application has been de-
nied, suspended, or withdrawn, or such a no-

tice was filed and has been declared not com-
pleted or the approval of the device under the 
protocol has been withdrawn; 

(B)(i) which was classified under section 
360c(f) of this title into class III, which under 
section 360e(a) of this title is required to have 
in effect an approved application for pre-
market approval, and which is not exempt 
from section 360e of this title under section 
360j(g) of this title, and 

(ii) which has an application which has been 
suspended or is otherwise not in effect; or 

(C) which was classified under section 360j(l) 
of this title into class III, which under such 
section is required to have in effect an ap-
proved application under section 360e of this 
title, and which has an application which has 
been suspended or is otherwise not in effect. 

(2)(A) In the case of a device classified under 
section 360c(f) of this title into class III and in-
tended solely for investigational use, paragraph 1 
(1)(B) shall not apply with respect to such device 
during the period ending on the ninetieth day 
after the date of the promulgation of the regula-
tions prescribing the procedures and conditions 
required by section 360j(g)(2) of this title. 

(B) In the case of a device subject to a regula-
tion promulgated under subsection (b) of section 
360e of this title, paragraph 1 (1) shall not apply 
with respect to such device during the period 
ending— 

(i) on the last day of the thirtieth calendar 
month beginning after the month in which the 
classification of the device in class III became 
effective under section 360c of this title, or 

(ii) on the ninetieth day after the date of the 
promulgation of such regulation, 

whichever occurs later. 

(g) Banned devices 

If it is a banned device. 

(h) Manufacture, packing, storage, or installation 
of device not in conformity with applicable 
requirements or conditions 

If it is a device and the methods used in, or the 
facilities or controls used for, its manufacture, 
packing, storage, or installation are not in con-
formity with applicable requirements under sec-
tion 360j(f)(1) of this title or an applicable condi-
tion prescribed by an order under section 
360j(f)(2) of this title. 

(i) Failure to comply with requirements under 
which device was exempted for investiga-
tional use 

If it is a device for which an exemption has 
been granted under section 360j(g) of this title 
for investigational use and the person who was 
granted such exemption or any investigator who 
uses such device under such exemption fails to 
comply with a requirement prescribed by or 
under such section. 

(June 25, 1938, ch. 675, § 501, 52 Stat. 1049; July 12, 
1960, Pub. L. 86–618, title I, § 102(b)(1), 74 Stat. 
398; Oct. 10, 1962, Pub. L. 87–781, title I, § 101, 76 
Stat. 780; July 13, 1968, Pub. L. 90–399, § 101(a), 82 
Stat. 343; May 28, 1976, Pub. L. 94–295, §§ 3(d), 
9(b)(1), 90 Stat. 576, 583; Nov. 28, 1990, Pub. L. 
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101–629, § 9(b), 104 Stat. 4521; Oct. 29, 1992, Pub. L. 
102–571, title I, § 107(8), 106 Stat. 4499.) 

AMENDMENTS 

1992—Par. (a)(4). Pub. L. 102–571 substituted ‘‘379e(a)’’ 

for ‘‘376(a)’’ in cls. (A) and (B). 

1990—Par. (f)(1). Pub. L. 101–629, § 9(b), which directed 

the amendment of subpars. (A) to (C) of par. (f), was ex-

ecuted by making the amendments in cls. (A) to (C) of 

subpar. (1) of par. (f) as follows to reflect the probable 

intent of Congress: in cl. (A)(ii)(II), substituted 

‘‘, suspended, or withdrawn’’ for ‘‘or withdrawn’’; in cl. 

(B)(ii), substituted ‘‘which has an application which has 

been suspended or is otherwise not in effect’’ for 

‘‘which does not have such an application in effect’’; 

and in cl. (C), substituted ‘‘which has an application 

which has been suspended or is otherwise not in effect’’ 

for ‘‘which does not have such an application in effect’’. 

1976—Par. (a). Pub. L. 94–295, § 9(b)(1), substituted ‘‘(3) 

if its’’ for ‘‘(3) if it is a drug and its’’ in cl. (3), sub-

stituted ‘‘(4) if (A) it bears or contains’’ for ‘‘(4) if (A) 

it is a drug which bears or contains’’ in cl. (4)(A), and 

substituted ‘‘drugs or devices’’ for ‘‘drugs’’ in cl. (4)(B). 

Pars. (e) to (i). Pub. L. 94–295, § 3(d), added pars. (e) to 

(i). 

1968—Par. (a). Pub. L. 90–399 added cls. (5) and (6). 

1962—Par. (a). Pub. L. 87–781 designated existing pro-

visions of cl. (2) as (A) and added (B). 

1960—Par. (a). Pub. L. 86–618 substituted provisions in 

cl. (4) relating to unsafe color additives for provisions 

which related to a coal-tar color other than one from 

a batch that has been certified in accordance with regu-

lations as provided by section 354 of this title. 

EFFECTIVE DATE OF 1968 AMENDMENT 

Amendment by Pub. L. 90–399 effective on first day of 

thirteenth calendar month after July 13, 1968, see sec-

tion 108(a) of Pub. L. 90–399, set out as an Effective Date 

and Transitional Provisions note under section 360b of 

this title. 

EFFECTIVE DATE OF 1962 AMENDMENT; EXCEPTIONS 

Amendment by Pub. L. 87–781 effective on first day of 

seventh calendar month following October 1962, see sec-

tion 107 of Pub. L. 87–781, set out as a note under sec-

tion 321 of this title. 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to the provisions of section 203 of Pub. L. 86–618, 

see section 202 of Pub. L. 86–618, set out as a note under 

section 379e of this title. 

EFFECTIVE DATE; POSTPONEMENT 

Par. (a)(4) effective Jan. 1, 1940, see act June 23, 1939, 

ch. 242, 53 Stat. 853, set out as an Effective Date; Post-

ponement in Certain Cases note under section 301 of 

this title. 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 333, 334, 356, 357, 

360b, 360c, 360j, 371, 379e, 382 of this title. 

§ 352. Misbranded drugs and devices 

A drug or device shall be deemed to be mis-
branded— 

(a) False or misleading label 

If its labeling is false or misleading in any par-
ticular. 

(b) Package form; contents of label 

If in package form unless it bears a label con-
taining (1) the name and place of business of the 
manufacturer, packer, or distributor; and (2) an 
accurate statement of the quantity of the con-
tents in terms of weight, measure, or numerical 
count: Provided, That under clause (2) of this 
paragraph reasonable variations shall be per-
mitted, and exemptions as to small packages 
shall be established, by regulations prescribed 
by the Secretary. 

(c) Prominence of information on label 

If any word, statement, or other information 
required by or under authority of this chapter to 
appear on the label or labeling is not promi-
nently placed thereon with such conspicuous-
ness (as compared with other words, statements, 
designs, or devices, in the labeling) and in such 
terms as to render it likely to be read and un-
derstood by the ordinary individual under cus-
tomary conditions of purchase and use. 

(d) Habit forming substances 

If it is for use by man and contains any quan-
tity of the narcotic or hypnotic substance alpha 
eucaine, barbituric acid, betaeucaine, bromal, 
cannabis, carbromal, chloral, coca, cocaine, co-
deine, heroin, marihuana, morphine, opium, par-
aldehyde, peyote, or sulphonmethane; or any 
chemical derivative of such substance, which de-
rivative has been by the Secretary, after inves-
tigation, found to be, and by regulations des-
ignated as, habit forming; unless its label bears 
the name and quantity or proportion of such 
substance or derivative and in juxtaposition 
therewith the statement ‘‘Warning—May be 
habit forming.’’ 

(e) Designation of drugs or devices by estab-
lished names 

(1) If it is a drug, unless (A) its label bears, to 
the exclusion of any other nonproprietary name 
(except the applicable systematic chemical 
name or the chemical formula), (i) the estab-
lished name (as defined in subparagraph (3)) of 
the drug, if such there be, and (ii), in case it is 
fabricated from two or more ingredients, the es-
tablished name and quantity of each active in-
gredient, including the quantity, kind, and pro-
portion of any alcohol, and also including, 
whether active or not, the established name and 
quantity or proportion of any bromides, ether, 
chloroform, acetanilid, acetphenetidin, amido-
pyrine, antipyrine, atropine, hyoscine, hyoscy-
amine, arsenic, digitalis, digitalis glucosides, 
mercury ouabain strophanthin, strychnine, thy-
roid, or any derivative or preparation of any 
such substances, contained therein; Provided, 
That the requirement for stating the quantity of 
the active ingredients, other than the quantity 
of those specifically named in this paragraph, 
shall apply only to prescription drugs; and (B) 
for any prescription drug the established name 
of such drug or ingredient, as the case may be, 
on such label (and on any labeling on which a 
name for such drug or ingredient is used) is 
printed prominently and in type at least half as 
large as that used thereon for any proprietary 
name or designation for such drug or ingredient: 
Provided, That to the extent that compliance 
with the requirements of clause (A)(ii) or clause 
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(B) of this subparagraph is impracticable, ex-
emptions shall be established by regulations 
promulgated by the Secretary. 

(2) If it is a device and it has an established 
name, unless its label bears, to the exclusion of 
any other nonproprietary name, its established 
name (as defined in subparagraph (4)) promi-
nently printed in type at least half as large as 
that used thereon for any proprietary name or 
designation for such device, except that to the 
extent compliance with the requirements of this 
subparagraph is impracticable, exemptions shall 
be established by regulations promulgated by 
the Secretary. 

(3) As used in subparagraph (1), the term ‘‘es-
tablished name’’, with respect to a drug or in-
gredient thereof, means (A) the applicable offi-
cial name designated pursuant to section 358 of 
this title, or (B), if there is no such name and 
such drug, or such ingredient, is an article rec-
ognized in an official compendium, then the offi-
cial title thereof in such compendium, or (C) if 
neither clause (A) nor clause (B) of this subpara-
graph applies, then the common or usual name, 
if any, of such drug or of such ingredient, except 
that where clause (B) of this subparagraph ap-
plies to an article recognized in the United 
States Pharmacopeia and in the Homoeopathic 
Pharmacopoeia under different official titles, 
the official title used in the United States Phar-
macopeia shall apply unless it is labeled and of-
fered for sale as a homoeopathic drug, in which 
case the official title used in the Homoeopathic 
Pharmacopoeia shall apply. 

(4) As used in subparagraph (2), the term ‘‘es-
tablished name’’ with respect to a device means 
(A) the applicable official name of the device 
designated pursuant to section 358 of this title, 
(B) if there is no such name and such device is 
an article recognized in an official compendium, 
then the official title thereof in such compen-
dium, or (C) if neither clause (A) nor clause (B) 
of this subparagraph applies, then any common 
or usual name of such device. 

(f) Directions for use and warnings on label 

Unless its labeling bears (1) adequate direc-
tions for use; and (2) such adequate warnings 
against use in those pathological conditions or 
by children where its use may be dangerous to 
health, or against unsafe dosage or methods or 
duration of administration or application, in 
such manner and form, as are necessary for the 
protection of users, except that where any re-
quirement of clause (1) of this paragraph, as ap-
plied to any drug or device, is not necessary for 
the protection of the public health, the Sec-
retary shall promulgate regulations exempting 
such drug or device from such requirement. 

(g) Representations as recognized drug; packing 
and labeling; inconsistent requirements for 
designation of drug 

If it purports to be a drug the name of which 
is recognized in an official compendium, unless 
it is packaged and labeled as prescribed therein. 
The method of packing may be modified with 
the consent of the Secretary. Whenever a drug is 
recognized in both the United States Pharma-
copoeia and the Homoeopathic Pharmacopoeia 
of the United States, it shall be subject to the 
requirements of the United States Pharma-

copoeia with respect to packaging and labeling 
unless it is labeled and offered for sale as a 
homoeopathic drug, in which case it shall be 
subject to the provisions of the Homoeopathic 
Pharmacopoeia of the United States, and not 
those of the United States Pharmacopoeia, ex-
cept that in the event of inconsistency between 
the requirements of this paragraph and those of 
paragraph (e) as to the name by which the drug 
or its ingredients shall be designated, the re-
quirements of paragraph (e) shall prevail. 

(h) Deteriorative drugs; packing and labeling 

If it has been found by the Secretary to be a 
drug liable to deterioration, unless it is pack-
aged in such form and manner, and its label 
bears a statement of such precautions, as the 
Secretary shall by regulations require as nec-
essary for the protection of the public health. 
No such regulation shall be established for any 
drug recognized in an official compendium until 
the Secretary shall have informed the appro-
priate body charged with the revision of such 
compendium of the need for such packaging or 
labeling requirements and such body shall have 
failed within a reasonable time to prescribe such 
requirements. 

(i) Drug; misleading container; imitation; offer 
for sale under another name 

(1) If it is a drug and its container is so made, 
formed, or filled as to be misleading; or (2) if it 
is an imitation of another drug; or (3) if it is of-
fered for sale under the name of another drug. 

(j) Health-endangering when used as prescribed 

If it is dangerous to health when used in the 
dosage or manner, or with the frequency or du-
ration prescribed, recommended, or suggested in 
the labeling thereof. 

(k) Insulin not properly certified 

If it is, or purports to be, or is represented as 
a drug composed wholly or partly of insulin, un-
less (1) it is from a batch with respect to which 
a certificate or release has been issued pursuant 
to section 356 of this title, and (2) such certifi-
cate or release is in effect with respect to such 
drug. 

(l) Antibiotic drugs improperly certified 

If it is, or purports to be, or is represented as 
a drug (except a drug for use in animals other 
than man) composed wholly or partly of any 
kind of penicillin, streptomycin, chlortetra-
cycline, chloramphenicol, bacitracin, or any 
other antibiotic drug, or any derivative thereof, 
unless (1) it is from a batch with respect to 
which a certificate or release has been issued 
pursuant to section 357 of this title, and (2) such 
certificate or release is in effect with respect to 
such drug: Provided, That this paragraph shall 
not apply to any drug or class of drugs exempted 
by regulations promulgated under section 357(c) 
or (d) of this title. 

(m) Color additives; packing and labeling 

If it is a color additive the intended use of 
which is for the purpose of coloring only, unless 
its packaging and labeling are in conformity 
with such packaging and labeling requirements 
applicable to such color additive, as may be con-
tained in regulations issued under section 379e 
of this title. 
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(n) Prescription drug advertisements: estab-
lished name; quantitative formula; side ef-
fects, contraindications, and effectiveness; 
prior approval; false advertising; labeling; 
construction of the Convention on Psycho-
tropic Substances 

In the case of any prescription drug distrib-
uted or offered for sale in any State, unless the 
manufacturer, packer, or distributor thereof in-
cludes in all advertisements and other descrip-
tive printed matter issued or caused to be issued 
by the manufacturer, packer, or distributor with 
respect to that drug a true statement of (1) the 
established name as defined in paragraph (e) of 
this section, printed prominently and in type at 
least half as large as that used for any trade or 
brand name thereof, (2) the formula showing 
quantitatively each ingredient of such drug to 
the extent required for labels under paragraph 
(e) of this section, and (3) such other informa-
tion in brief summary relating to side effects, 
contraindications, and effectiveness as shall be 
required in regulations which shall be issued by 
the Secretary in accordance with the procedure 
specified in section 371(e) of this title, except 
that (A) except in extraordinary circumstances, 
no regulation issued under this paragraph shall 
require prior approval by the Secretary of the 
content of any advertisement, and (B) no adver-
tisement of a prescription drug, published after 
the effective date of regulations issued under 
this paragraph applicable to advertisements of 
prescription drugs, shall with respect to the 
matters specified in this paragraph or covered 
by such regulations, be subject to the provisions 
of sections 52 to 57 of title 15. This paragraph (n) 
shall not be applicable to any printed matter 
which the Secretary determines to be labeling 
as defined in section 321(m) of this title. Nothing 
in the Convention on Psychotropic Substances, 
signed at Vienna, Austria, on February 21, 1971, 
shall be construed to prevent drug price commu-
nications to consumers. 

(o) Drugs or devices from nonregistered estab-
lishments 

If it was manufactured, prepared, propagated, 
compounded, or processed in an establishment 
in any State not duly registered under section 
360 of this title, if it was not included in a list 
required by section 360(j) of this title, if a notice 
or other information respecting it was not pro-
vided as required by such section or section 
360(k) of this title, or if it does not bear such 
symbols from the uniform system for identifica-
tion of devices prescribed under section 360(e) of 
this title as the Secretary by regulation re-
quires. 

(p) Packaging or labeling of drugs in violation of 
regulations 

If it is a drug and its packaging or labeling is 
in violation of an applicable regulation issued 
pursuant to section 1472 or 1473 of title 15. 

(q) Restricted devices using false or misleading 
advertising or used in violation of regula-
tions 

In the case of any restricted device distributed 
or offered for sale in any State, if (1) its adver-
tising is false or misleading in any particular, or 
(2) it is sold, distributed, or used in violation of 

regulations prescribed under section 360j(e) of 
this title. 

(r) Restricted devices not carrying requisite ac-
companying statements in advertisements 
and other descriptive printed matter 

In the case of any restricted device distributed 
or offered for sale in any State, unless the man-
ufacturer, packer, or distributor thereof in-
cludes in all advertisements and other descrip-
tive printed matter issued or caused to be issued 
by the manufacturer, packer, or distributor with 
respect to that device (1) a true statement of the 
device’s established name as defined in sub-
section (e) of this section, printed prominently 
and in type at least half as large as that used for 
any trade or brand name thereof, and (2) a brief 
statement of the intended uses of the device and 
relevant warnings, precautions, side effects, and 
contraindications and, in the case of specific de-
vices made subject to a finding by the Secretary 
after notice and opportunity for comment that 
such action is necessary to protect the public 
health, a full description of the components of 
such device or the formula showing quan-
titatively each ingredient of such device to the 
extent required in regulations which shall be is-
sued by the Secretary after an opportunity for a 
hearing. Except in extraordinary circumstances, 
no regulation issued under this paragraph shall 
require prior approval by the Secretary of the 
content of any advertisement and no advertise-
ment of a restricted device, published after the 
effective date of this paragraph shall, with re-
spect to the matters specified in this paragraph 
or covered by regulations issued hereunder, be 
subject to the provisions of sections 52 through 
55 of title 15. This paragraph shall not be appli-
cable to any printed matter which the Secretary 
determines to be labeling as defined in section 
321(m) of this title. 

(s) Devices subject to performance standards not 
bearing requisite labeling 

If it is a device subject to a performance 
standard established under section 360d of this 
title, unless it bears such labeling as may be 
prescribed in such performance standard. 

(t) Devices for which there has been a failure or 
refusal to give required notification or to 
furnish required material or information 

If it is a device and there was a failure or re-
fusal (1) to comply with any requirement pre-
scribed under section 360h of this title respect-
ing the device, (2) to furnish any material or in-
formation required by or under section 360i of 
this title respecting the device, or (3) to comply 
with a requirement under section 360l of this 
title. 

(June 25, 1938, ch. 675, § 502, 52 Stat. 1050; June 23, 
1939, ch. 242, § 3, 53 Stat. 854; Dec. 22, 1941, ch. 613, 
§ 2, 55 Stat. 851; July 6, 1945, ch. 281, § 2, 59 Stat. 
463; Mar. 10, 1947, ch. 16, § 2, 61 Stat. 11; July 13, 
1949, ch. 305, § 1, 63 Stat. 409; Aug. 5, 1953, ch. 334, 
§ 1, 67 Stat. 389; July 12, 1960, Pub. L. 86–618, title 
I, § 102(b)(2), 74 Stat. 398; Oct. 10, 1962, Pub. L. 
87–781, title I, §§ 105(c), 112(a), (b), 131(a), title III, 
§ 305, 76 Stat. 785, 790, 791, 795; July 13, 1968, Pub. 
L. 90–399, § 105(a), 82 Stat. 352; Dec. 30, 1970, Pub. 
L. 91–601, § 6(d), formerly § 7(d), 84 Stat. 1673, re-
numbered Aug. 13, 1981, Pub. L. 97–35, title XII, 
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§ 1205(c), 95 Stat. 716; May 28, 1976, Pub. L. 94–295, 
§§ 3(e), 4(b)(2), 5(a), 9(b)(2), 90 Stat. 577, 580, 583; 
Nov. 10, 1978, Pub. L. 95–633, title I, § 111, 92 Stat. 
3773; June 16, 1992, Pub. L. 102–300, § 3(a)(2), 106 
Stat. 239; Oct. 29, 1992, Pub. L. 102–571, title I, 
§ 107(9), 106 Stat. 4499; Aug. 13, 1993, Pub. L. 
103–80, § 3(m), 107 Stat. 777.) 

AMENDMENTS 

1993—Par. (e)(3). Pub. L. 103–80, § 3(m)(1), substituted 

‘‘of such ingredient, except that’’ for ‘‘of such ingredi-

ent: Provided, That’’. 
Par. (f). Pub. L. 103–80, § 3(m)(2), substituted ‘‘users, 

except that where’’ for ‘‘users: Provided, That where’’. 
Par. (g). Pub. L. 103–80, § 3(m)(3), substituted ‘‘pre-

scribed therein. The method’’ for ‘‘prescribed therein: 

Provided, That the method’’ and ‘‘Pharmacopoeia, ex-

cept that’’ for ‘‘Pharmacopoeia: Provided further, 

That,’’. 
Par. (n). Pub. L. 103–80, § 3(m)(4), substituted 

‘‘, except that (A)’’ for ‘‘: Provided, That (A)’’. 
1992—Par. (m). Pub. L. 102–571 substituted ‘‘379e’’ for 

‘‘376’’. 
Par. (t)(3). Pub. L. 102–300 added cl. (3). 
1978—Par. (n). Pub. L. 95–633 inserted provision relat-

ing to the construction of the Convention on Psycho-

tropic Substances. 
1976—Par. (e). Pub. L. 94–295, § 5(a), substituted ‘‘sub-

paragraph (3)’’ for ‘‘subparagraph (2)’’ in subpar. (1), 

added subpar. (2), redesignated former subpar. (2) as (3) 

and in subpar. (3) as so redesignated substituted ‘‘sub-

paragraph (1)’’ for ‘‘this paragraph (e)’’, and added sub-

par. (4). 
Par. (j). Pub. L. 94–295, § 3(e)(2), substituted ‘‘dosage 

or manner,’’ for ‘‘dosage,’’. 
Par. (m). Pub. L. 94–295, § 9(b)(2), substituted ‘‘the in-

tended use of which is for’’ for ‘‘the intended use of 

which in or on drugs is for’’. 
Par. (o). Pub. L. 94–295, § 4(b)(2), substituted ‘‘If it was 

manufactured’’ for ‘‘If it is a drug and was manufac-

tured’’ and inserted ‘‘, if it was not included in a list 

required by section 360(j) of this title, if a notice or 

other information respecting it was not provided as re-

quired by such section or section 360(k) of this title, or 

if it does not bear such symbols from the uniform sys-

tem for identification of devices prescribed under sec-

tion 360(e) of this title as the Secretary by regulation 

requires’’. 
Pars. (q) to (t). Pub. L. 94–295, § 3(e)(1), added pars. (q) 

to (t). 
1970—Par. (p). Pub. L. 91–601 added par. (p). 
1968—Par. (l). Pub. L. 90–399 inserted ‘‘(except a drug 

for use in animals other than man)’’ after ‘‘represented 

as a drug’’. 
1962—Par. (e). Pub. L. 87–781, § 112(a), designated exist-

ing provisions as subpar. (1), substituted ‘‘, unless (A) 

its label bears, to the exclusion of any other nonpropri-

etary name (except the applicable systematic chemical 

name or the chemical formula), (i) the established 

name (as defined in subparagraph (2) of this subsection) 

of the drug, if such there be, and (ii), in case it is fab-

ricated from two or more ingredients, the established 

name and quantity’’ for ‘‘and is not designated solely 

by a name recognized in an official compendium unless 

its label bears (1) the common or usual name of the 

drug, if such there be; and (2), in case it is fabricated 

from two or more ingredients, the common or usual 

name’’, and ‘‘the established name’’ for ‘‘the name’’, 

provided that the requirement for stating the quantity 

of active ingredients, other than those specified in this 

par., applies only to prescription drugs, and that the es-

tablished name of a drug on a label is to be printed 

prominently and in type at least half as large as used 

for any proprietary designation, and added subpar. (2) 

defining ‘‘established name’’. 
Par. (g). Pub. L. 87–781, § 112(b), provided that if there 

is an inconsistency between the provisions of this par. 

and those of par. (e), as to the name of a drug, the re-

quirements of par. (e) should prevail. 

Par. (l). Pub. L. 87–781, § 105(c), substituted ‘‘baci-

tracin, or any other antibiotic drug’’ for ‘‘or baci-

tracin.’’ 

Par. (n). Pub. L. 87–781, § 131(a), added par. (n). 

Par. (o). Pub. L. 87–781, § 305, added par. (o). 

1960—Par. (m). Pub. L. 86–618 added par. (m). 

1953—Par. (l). Act Aug. 5, 1953, substituted ‘‘chlor-

tetracycline’’ for ‘‘aureomycin’’. 

1949—Par. (l). Act July 13, 1949, inserted 

‘‘, aureomycin, chloramphenicol, or bacitracin’’ after 

‘‘streptomycin’’. 

1947—Par. (l). Act Mar. 10, 1947, inserted ‘‘or strepto-

mycin’’ after ‘‘penicillin’’. 

1945—Par. (l). Act July 6, 1945, added par. (l). 

1941—Par. (k). Act Dec. 22, 1941, added par. (k). 

1939—Par. (d). Act June 29, 1939, substituted ‘‘name, 

and quality or proportion’’ for ‘‘name, quantity, and 

percentage’’. 

EFFECTIVE DATE OF 1978 AMENDMENT 

Amendment by Pub. L. 95–633 effective on date the 

Convention on Psychotropic Substances enters into 

force in the United States [July 15, 1980], see section 112 

of Pub. L. 95–633, set out as an Effective Date note 

under section 801a of this title. 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–601 effective Dec. 30, 1970, 

and regulations establishing special packaging stand-

ards effective no sooner than 180 days or later than one 

year from date regulations are final, or an earlier date 

published in Federal Register, see section 8 of Pub. L. 

91–601, set out as an Effective Date note under section 

1471 of Title 15, Commerce and Trade. 

EFFECTIVE DATE OF 1968 AMENDMENT 

Amendment by Pub. L. 90–399 effective on first day of 

thirteenth calendar month after July 13, 1968, see sec-

tion 108(a) of Pub. L. 90–399, set out as an Effective Date 

and Transitional Provisions note under section 360b of 

this title. 

EFFECTIVE DATE OF 1962 AMENDMENT 

Section 112(c) of Pub. L. 87–781 provided that: ‘‘This 

section [amending this section] shall take effect on the 

first day of the seventh calendar month following the 

month in which this Act is enacted [October 1962].’’ 

Section 131(b) of Pub. L. 87–781 provided that: ‘‘No 

drug which was being commercially distributed prior to 

the date of enactment of this Act [Oct. 10, 1962] shall be 

deemed to be misbranded under paragraph (n) of sec-

tion 502 of the Federal Food, Drug, and Cosmetic Act 

[21 U.S.C. 352(n)], as added by this section, until the 

earlier of the following dates: (1) the first day of the 

seventh month following the month in which this Act 

is enacted; or (2) the effective date of regulations first 

issued under clause (3) of such paragraph (n) in accord-

ance with the procedure specified in section 701(e) of 

the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 

371(e)].’’ 

Amendment by Pub. L. 87–781 effective on first day of 

seventh calendar month following October 1962, see sec-

tion 107 of Pub. L. 87–781, set out as a note under sec-

tion 321 of this title. 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to the provisions of section 203 of Pub. L. 86–618, 

see section 202 of Pub. L. 86–618, set out as a note under 

section 379e of this title. 

EFFECTIVE DATE; POSTPONEMENT 

Pars. (b) and (d) to (h) effective Jan. 1, 1940, and such 

paragraphs effective July 1, 1940, as provided by regula-

tions for certain lithographed labeling and containers 

bearing certain labeling, see act June 23, 1939, ch. 242, 

53 Stat. 853, set out as an Effective Date: Postponement 

in Certain Cases note under section 301 of this title. 
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TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

COUNTERFEITING OF DRUGS; CONGRESSIONAL FINDINGS 

AND DECLARATION OF POLICY 

Section 9(a) of Pub. L. 89–74, July 15, 1965, 79 Stat. 234, 

provided that: ‘‘The Congress finds and declares that 

there is a substantial traffic in counterfeit drugs simu-

lating the brand or other identifying mark or device of 

the manufacturer of the genuine article; that such traf-

fic poses a serious hazard to the health of innocent con-

sumers of such drugs because of the lack of proper 

qualifications, facilities, and manufacturing controls 

on the part of the counterfeiter, whose operations are 

clandestine; that, while such drugs are deemed mis-

branded within the meaning of section 502(i) of the Fed-

eral Food, Drug, and Cosmetic Act [21 U.S.C. 352(i)], the 

controls for the suppression of the traffic in such drugs 

are inadequate because of the difficulty of determining 

the place of interstate origin of such drugs and, if that 

place is discovered, the fact that the implements for 

counterfeiting are not subject to seizure, and that 

these factors require enactment of additional controls 

with respect to such drugs without regard to their 

interstate or intrastate origins.’’ 
Provisions as effective Feb. 1, 1966, see section 11 of 

Pub. L. 89–74, set out as an Effective Date of 1965 

Amendment note under section 321 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 321, 333, 334, 353, 

357, 360, 360b, 360c, 360j, 371, 802 of this title; title 42 sec-

tion 1396r–8. 

§ 353. Exemptions and consideration for certain 
drugs, devices, and biological products 

(a) Regulations for goods to be processed, la-
beled, or repacked elsewhere 

The Secretary is directed to promulgate regu-
lations exempting from any labeling or packag-
ing requirement of this chapter drugs and de-
vices which are, in accordance with the practice 
of the trade, to be processed, labeled, or re-
packed in substantial quantities at establish-
ments other than those where originally proc-
essed or packed, on condition that such drugs 
and devices are not adulterated or misbranded 
under the provisions of this chapter upon re-
moval from such processing, labeling, or repack-
ing establishment. 

(b) Prescription by physician; exemption from la-
beling and prescription requirements; mis-
branded drugs; compliance with narcotic 
and marihuana laws 

(1) A drug intended for use by man which— 
(A) is a habit-forming drug to which section 

352(d) of this title applies; or 
(B) because of its toxicity or other potential-

ity for harmful effect, or the method of its 
use, or the collateral measures necessary to 
its use, is not safe for use except under the su-
pervision of a practitioner licensed by law to 
administer such drug; or 

(C) is limited by an approved application 
under section 355 of this title to use under the 
professional supervision of a practitioner li-
censed by law to administer such drug; 

shall be dispensed only (i) upon a written pre-
scription of a practitioner licensed by law to ad-

minister such drug, or (ii) upon an oral prescrip-
tion of such practitioner which is reduced 
promptly to writing and filed by the pharmacist, 
or (iii) by refilling any such written or oral pre-
scription if such refilling is authorized by the 
prescriber either in the original prescription or 
by oral order which is reduced promptly to writ-
ing and filed by the pharmacist. The act of dis-
pensing a drug contrary to the provisions of this 
paragraph shall be deemed to be an act which re-
sults in the drug being misbranded while held 
for sale. 

(2) Any drug dispensed by filling or refilling a 
written or oral prescription of a practitioner li-
censed by law to administer such drug shall be 
exempt from the requirements of section 352 of 
this title, except paragraphs (a), (i)(2) and (3), 
(k), and (l), and the packaging requirements of 
paragraphs (g), (h), and (p), if the drug bears a 
label containing the name and address of the 
dispenser, the serial number and date of the pre-
scription or of its filling, the name of the pre-
scriber, and, if stated in the prescription, the 
name of the patient, and the directions for use 
and cautionary statements, if any, contained in 
such prescription. This exemption shall not 
apply to any drug dispensed in the course of the 
conduct of a business of dispensing drugs pursu-
ant to diagnosis by mail, or to a drug dispensed 
in violation of paragraph (1) of this subsection. 

(3) The Secretary may by regulation remove 
drugs subject to sections 352(d) and 355 of this 
title from the requirements of paragraph (1) of 
this subsection when such requirements are not 
necessary for the protection of the public 
health. 

(4) A drug which is subject to paragraph (1) of 
this subsection shall be deemed to be mis-
branded if at any time prior to dispensing its 
label fails to bear the statement ‘‘Caution: Fed-
eral law prohibits dispensing without prescrip-
tion’’. A drug to which paragraph (1) of this sub-
section does not apply shall be deemed to be 
misbranded if at any time prior to dispensing its 
label bears the caution statement quoted in the 
preceding sentence. 

(5) Nothing in this subsection shall be con-
strued to relieve any person from any require-
ment prescribed by or under authority of law 
with respect to drugs now included or which 
may hereafter be included within the classifica-
tions stated in sections 4721, 6001, and 6151 of 
title 26, or to marihuana as defined in section 
4761 of title 26. 

(c) Sales restrictions 

(1) No person may sell, purchase, or trade or 
offer to sell, purchase, or trade any drug sample. 
For purposes of this paragraph and subsection 
(d) of this section, the term ‘‘drug sample’’ 
means a unit of a drug, subject to subsection (b) 
of this section, which is not intended to be sold 
and is intended to promote the sale of the drug. 
Nothing in this paragraph shall subject an offi-
cer or executive of a drug manufacturer or dis-
tributor to criminal liability solely because of a 
sale, purchase, trade, or offer to sell, purchase, 
or trade in violation of this paragraph by other 
employees of the manufacturer or distributor. 

(2) No person may sell, purchase, or trade, 
offer to sell, purchase, or trade, or counterfeit 
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any coupon. For purposes of this paragraph, the 
term ‘‘coupon’’ means a form which may be re-
deemed, at no cost or at a reduced cost, for a 
drug which is prescribed in accordance with sub-
section (b) of this section. 

(3)(A) No person may sell, purchase, or trade, 
or offer to sell, purchase, or trade, any drug— 

(i) which is subject to subsection (b) of this 
section, and 

(ii)(I) which was purchased by a public or 
private hospital or other health care entity, or 

(II) which was donated or supplied at a re-
duced price to a charitable organization de-
scribed in section 501(c)(3) of title 26. 

(B) Subparagraph (A) does not apply to— 
(i) the purchase or other acquisition by a 

hospital or other health care entity which is a 
member of a group purchasing organization of 
a drug for its own use from the group purchas-
ing organization or from other hospitals or 
health care entities which are members of 
such organization, 

(ii) the sale, purchase, or trade of a drug or 
an offer to sell, purchase, or trade a drug by an 
organization described in subparagraph 
(A)(ii)(II) to a nonprofit affiliate of the organi-
zation to the extent otherwise permitted by 
law, 

(iii) a sale, purchase, or trade of a drug or an 
offer to sell, purchase, or trade a drug among 
hospitals or other health care entities which 
are under common control, 

(iv) a sale, purchase, or trade of a drug or an 
offer to sell, purchase, or trade a drug for 
emergency medical reasons, or 

(v) a sale, purchase, or trade of a drug, an 
offer to sell, purchase, or trade a drug, or the 
dispensing of a drug pursuant to a prescription 
executed in accordance with subsection (b) of 
this section. 

For purposes of this paragraph, the term ‘‘en-
tity’’ does not include a wholesale distributor of 
drugs or a retail pharmacy licensed under State 
law and the term ‘‘emergency medical reasons’’ 
includes transfers of a drug between health care 
entities or from a health care entity to a retail 
pharmacy undertaken to alleviate temporary 
shortages of the drug arising from delays in or 
interruptions of regular distribution schedules. 

(d) Distribution of drug samples 

(1) Except as provided in paragraphs (2) and 
(3), no person may distribute any drug sample. 
For purposes of this subsection, the term ‘‘dis-
tribute’’ does not include the providing of a drug 
sample to a patient by a— 

(A) practitioner licensed to prescribe such 
drug, 

(B) health care professional acting at the di-
rection and under the supervision of such a 
practitioner, or 

(C) pharmacy of a hospital or of another 
health care entity that is acting at the direc-
tion of such a practitioner and that received 
such sample pursuant to paragraph (2) or (3). 

(2)(A) The manufacturer or authorized dis-
tributor of record of a drug subject to subsection 
(b) of this section may, in accordance with this 
paragraph, distribute drug samples by mail or 
common carrier to practitioners licensed to pre-

scribe such drugs or, at the request of a licensed 
practitioner, to pharmacies of hospitals or other 
health care entities. Such a distribution of drug 
samples may only be made— 

(i) in response to a written request for drug 
samples made on a form which meets the re-
quirements of subparagraph (B), and 

(ii) under a system which requires the recipi-
ent of the drug sample to execute a written re-
ceipt for the drug sample upon its delivery and 
the return of the receipt to the manufacturer 
or authorized distributor of record. 

(B) A written request for a drug sample re-
quired by subparagraph (A)(i) shall contain— 

(i) the name, address, professional designa-
tion, and signature of the practitioner making 
the request, 

(ii) the identity of the drug sample requested 
and the quantity requested, 

(iii) the name of the manufacturer of the 
drug sample requested, and 

(iv) the date of the request. 

(C) Each drug manufacturer or authorized dis-
tributor of record which makes distributions by 
mail or common carrier under this paragraph 
shall maintain, for a period of 3 years, the re-
quest forms submitted for such distributions and 
the receipts submitted for such distributions 
and shall maintain a record of distributions of 
drug samples which identifies the drugs distrib-
uted and the recipients of the distributions. 
Forms, receipts, and records required to be 
maintained under this subparagraph shall be 
made available by the drug manufacturer or au-
thorized distributor of record to Federal and 
State officials engaged in the regulation of 
drugs and in the enforcement of laws applicable 
to drugs. 

(3) The manufacturer or authorized distributor 
of record of a drug subject to subsection (b) of 
this section may, by means other than mail or 
common carrier, distribute drug samples only if 
the manufacturer or authorized distributor of 
record makes the distributions in accordance 
with subparagraph (A) and carries out the ac-
tivities described in subparagraphs (B) through 
(F) as follows: 

(A) Drug samples may only be distributed— 
(i) to practitioners licensed to prescribe 

such drugs if they make a written request 
for the drug samples, or 

(ii) at the written request of such a li-
censed practitioner, to pharmacies of hos-
pitals or other health care entities. 

A written request for drug samples shall be 
made on a form which contains the practition-
er’s name, address, and professional designa-
tion, the identity of the drug sample re-
quested, the quantity of drug samples re-
quested, the name of the manufacturer or au-
thorized distributor of record of the drug sam-
ple, the date of the request and signature of 
the practitioner making the request. 

(B) Drug manufacturers or authorized dis-
tributors of record shall store drug samples 
under conditions that will maintain their sta-
bility, integrity, and effectiveness and will as-
sure that the drug samples will be free of con-
tamination, deterioration, and adulteration. 

(C) Drug manufacturers or authorized dis-
tributors of record shall conduct, at least an-
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nually, a complete and accurate inventory of 
all drug samples in the possession of rep-
resentatives of the manufacturer or author-
ized distributor of record. Drug manufacturers 
or authorized distributors of record shall 
maintain lists of the names and address of 
each of their representatives who distribute 
drug samples and of the sites where drug sam-
ples are stored. Drug manufacturers or author-
ized distributors of record shall maintain 
records for at least 3 years of all drug samples 
distributed, destroyed, or returned to the man-
ufacturer or authorized distributor of record, 
of all inventories maintained under this sub-
paragraph, of all thefts or significant losses of 
drug samples, and of all requests made under 
subparagraph (A) for drug samples. Records 
and lists maintained under this subparagraph 
shall be made available by the drug manufac-
turer or authorized distributor of record to the 
Secretary upon request. 

(D) Drug manufacturers or authorized dis-
tributors of record shall notify the Secretary 
of any significant loss of drug samples and any 
known theft of drug samples. 

(E) Drug manufacturers or authorized dis-
tributors of record shall report to the Sec-
retary any conviction of their representatives 
for violations of subsection (c)(1) of this sec-
tion or a State law because of the sale, pur-
chase, or trade of a drug sample or the offer to 
sell, purchase, or trade a drug sample. 

(F) Drug manufacturers or authorized dis-
tributors of record shall provide to the Sec-
retary the name and telephone number of the 
individual responsible for responding to a re-
quest for information respecting drug samples. 

(e) Wholesale distributors; guidelines for licens-
ing; definitions 

(1)(A) Each person who is engaged in the 
wholesale distribution of a drug subject to sub-
section (b) of this section and who is not the 
manufacturer or an authorized distributor of 
record of such drug shall, before each wholesale 
distribution of such drug (including each dis-
tribution to an authorized distributor of record 
or to a retail pharmacy), provide to the person 
who receives the drug a statement (in such form 
and containing such information as the Sec-
retary may require) identifying each prior sale, 
purchase, or trade of such drug (including the 
date of the transaction and the names and ad-
dresses of all parties to the transaction). 

(B) Each manufacturer of a drug subject to 
subsection (b) of this section shall maintain at 
its corporate offices a current list of the author-
ized distributors of record of such drug. 

(2)(A) No person may engage in the wholesale 
distribution in interstate commerce of drugs 
subject to subsection (b) of this section in a 
State unless such person is licensed by the State 
in accordance with the guidelines issued under 
subparagraph (B). 

(B) The Secretary shall by regulation issue 
guidelines establishing minimum standards, 
terms, and conditions for the licensing of per-
sons to make wholesale distributions in inter-
state commerce of drugs subject to subsection 
(b) of this section. Such guidelines shall pre-
scribe requirements for the storage and handling 

of such drugs and for the establishment and 
maintenance of records of the distributions of 
such drugs. 

(3) For the purposes of this subsection and sub-
section (d) of this section— 

(A) the term ‘‘authorized distributors of 
record’’ means those distributors with whom a 
manufacturer has established an ongoing rela-
tionship to distribute such manufacturer’s 
products, and 

(B) the term ‘‘wholesale distribution’’ means 
distribution of drugs subject to subsection (b) 
of this section to other than the consumer or 
patient but does not include intracompany 
sales and does not include distributions of 
drugs described in subsection (c)(3)(B) of this 
section. 

(f) Veterinary prescription drugs 

(1)(A) A drug intended for use by animals 
other than man which— 

(i) because of its toxicity or other potential-
ity for harmful effect, or the method of its 
use, or the collateral measures necessary for 
its use, is not safe for animal use except under 
the professional supervision of a licensed vet-
erinarian, or 

(ii) is limited by an approved application 
under subsection (b) of section 360b of this 
title to use under the professional supervision 
of a licensed veterinarian, 

shall be dispensed only by or upon the lawful 
written or oral order of a licensed veterinarian 
in the course of the veterinarian’s professional 
practice. 

(B) For purposes of subparagraph (A), an order 
is lawful if the order— 

(i) is a prescription or other order authorized 
by law, 

(ii) is, if an oral order, promptly reduced to 
writing by the person lawfully filling the 
order, and filed by that person, and 

(iii) is refilled only if authorized in the origi-
nal order or in a subsequent oral order 
promptly reduced to writing by the person 
lawfully filling the order, and filed by that 
person. 

(C) The act of dispensing a drug contrary to 
the provisions of this paragraph shall be deemed 
to be an act which results in the drug being mis-
branded while held for sale. 

(2) Any drug when dispensed in accordance 
with paragraph (1) of this subsection— 

(A) shall be exempt from the requirements of 
section 352 of this title, except subsections (a), 
(g), (h), (i)(2), (i)(3), and (p) of such section, and 

(B) shall be exempt from the packaging re-
quirements of subsections (g), (h), and (p) of 
such section, if— 

(i) when dispensed by a licensed veterinar-
ian, the drug bears a label containing the 
name and address of the practitioner and 
any directions for use and cautionary state-
ments specified by the practitioner, or 

(ii) when dispensed by filling the lawful 
order of a licensed veterinarian, the drug 
bears a label containing the name and ad-
dress of the dispenser, the serial number and 
date of the order or of its filling, the name 
of the licensed veterinarian, and the direc-
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tions for use and cautionary statements, if 
any, contained in such order. 

The preceding sentence shall not apply to any 
drug dispensed in the course of the conduct of a 
business of dispensing drugs pursuant to diag-
nosis by mail. 

(3) The Secretary may by regulation exempt 
drugs for animals other than man subject to sec-
tion 360b of this title from the requirements of 
paragraph (1) when such requirements are not 
necessary for the protection of the public 
health. 

(4) A drug which is subject to paragraph (1) 
shall be deemed to be misbranded if at any time 
prior to dispensing its label fails to bear the 
statement ‘‘Caution: Federal law restricts this 
drug to use by or on the order of a licensed vet-
erinarian.’’. A drug to which paragraph (1) does 
not apply shall be deemed to be misbranded if at 
any time prior to dispensing its label bears the 
statement specified in the preceding sentence. 

(g) Regulation of combination products 

(1) The Secretary shall designate a component 
of the Food and Drug Administration to regu-
late products that constitute a combination of a 
drug, device, or biological product. The Sec-
retary shall determine the primary mode of ac-
tion of the combination product. If the Sec-
retary determines that the primary mode of ac-
tion is that of— 

(A) a drug (other than a biological product), 
the persons charged with premarket review of 
drugs shall have primary jurisdiction, 

(B) a device, the persons charged with pre-
market review of devices shall have primary 
jurisdiction, or 

(C) a biological product, the persons charged 
with premarket review of biological products 
shall have primary jurisdiction. 

(2) Nothing in this subsection shall prevent 
the Secretary from using any agency resources 
of the Food and Drug Administration necessary 
to ensure adequate review of the safety, effec-
tiveness, or substantial equivalence of an arti-
cle. 

(3) The Secretary shall promulgate regulations 
to implement market clearance procedures in 
accordance with paragraphs (1) and (2) not later 
than 1 year after November 28, 1990. 

(4) As used in this subsection: 
(A) The term ‘‘biological product’’ has the 

meaning given the term in section 262(a) of 
title 42. 

(B) The term ‘‘market clearance’’ includes— 
(i) approval of an application under section 

355, 357, 360e, or 360j(g) of this title, 
(ii) a finding of substantial equivalence 

under this part, and 
(iii) approval of a product or establishment 

license under subsection (a) or (d) of section 
262 of title 42. 

(June 25, 1938, ch. 675, § 503, 52 Stat. 1051; Oct. 26, 
1951, ch. 578, § 1, 65 Stat. 648; Oct. 10, 1962, Pub. L. 
87–781, title I, § 104(e)(2), 76 Stat. 785; Dec. 30, 
1970, Pub. L. 91–601, § 6(e), formerly § 7(e), 84 Stat. 
1673, renumbered Aug. 13, 1981, Pub. L. 97–35, 
title XII, § 1205(c), 95 Stat. 716; Apr. 22, 1988, Pub. 
L. 100–293, §§ 4–6, 102 Stat. 96–98; Nov. 16, 1988, 
Pub. L. 100–670, title I, § 105, 102 Stat. 3983; Nov. 

28, 1990, Pub. L. 101–629, § 16(a), 104 Stat. 4526; 
Aug. 17, 1991, Pub. L. 102–108, § 2(d), 105 Stat. 550; 
June 16, 1992, Pub. L. 102–300, § 6(d), 106 Stat. 240; 
Aug. 26, 1992, Pub. L. 102–353, §§ 2(a)–(c), 4, 106 
Stat. 941, 942.) 

CODIFICATION 

In subsec. (b)(5), ‘‘sections 4721, 6001, and 6151 of title 

26’’ and ‘‘section 4761 of title 26’’ substituted for ‘‘sec-

tion 3220 of the Internal Revenue Code (26 U.S.C. 3220)’’ 

and ‘‘section 3238(b) of the Internal Revenue Code (26 

U.S.C. 3238(b))’’, respectively, on authority of section 

7852(b) of Title 26, Internal Revenue Code. 

AMENDMENTS 

1992—Subsec. (d)(1). Pub. L. 102–353, § 4(1), amended 

par. (1) generally. Prior to amendment, par. (1) read as 

follows: ‘‘Except as provided in paragraphs (2) and (3), 

no representative of a drug manufacturer or distributor 

may distribute any drug sample.’’ 
Subsec. (d)(2). Pub. L. 102–353, § 4(2), substituted ‘‘au-

thorized distributor of record’’ for ‘‘distributor’’ wher-

ever appearing. 
Subsec. (d)(3). Pub. L. 102–353, § 4(2), substituted ‘‘au-

thorized distributor of record’’ for ‘‘distributor’’ and 

‘‘authorized distributors of record’’ for ‘‘distributors’’ 

wherever appearing. 
Subsec. (e)(1). Pub. L. 102–353, § 4(3), amended par. (1) 

generally. Prior to amendment, par. (1) read as follows: 

‘‘Each person who is engaged in the wholesale distribu-

tion of drugs subject to subsection (b) of this section 

and who is not an authorized distributor of record of 

such drugs shall provide to each wholesale distributor 

of such drugs a statement identifying each sale of the 

drug (including the date of the sale) before the sale to 

such wholesale distributor. Each manufacturer shall 

maintain at its corporate offices a current list of such 

authorized distributors.’’ 
Subsec. (e)(2)(A). Pub. L. 102–353, § 2(a), (d), tempo-

rarily inserted ‘‘or has registered with the Secretary in 

accordance with paragraph (3)’’. See Termination Date 

of 1992 Amendment note below. 
Subsec. (e)(3). Pub. L. 102–353, § 2(b), (d), temporarily 

added par. (3). Former par. (3) redesignated (4). See Ter-

mination Date of 1992 Amendment note below. 
Subsec. (e)(4). Pub. L. 102–353, § 4(4), inserted ‘‘and 

subsection (d) of this section’’ after ‘‘For the purposes 

of this subsection’’. 
Pub. L. 102–353, § 2(b), (d), temporarily redesignated 

par. (3) as (4). See Termination Date of 1992 Amendment 

note below. 
Subsec. (f)(1)(B). Pub. L. 102–353, § 2(c), which directed 

the substitution of ‘‘an order’’ for ‘‘and order’’, could 

not be executed because ‘‘and order’’ did not appear in 

subpar. (B). 
Subsec. (g)(3). Pub. L. 102–300 substituted ‘‘clearance’’ 

for ‘‘approval’’. 
1991—Subsec. (c). Pub. L. 102–108, § 2(d)(3), redesig-

nated subsec. (c), relating to veterinary prescription 

drugs, as (f). Former subsec. (f) redesignated (g). 
Subsec. (c)(2), (3)(B)(v). Pub. L. 102–108, § 2(d)(1), made 

technical amendment to reference to subsection (b) of 

this section involving corresponding provision of origi-

nal act. 
Subsec. (d)(3)(E). Pub. L. 102–108, § 2(d)(2), made tech-

nical amendment to reference to subsection (c)(1) of 

this section involving corresponding provision of origi-

nal act. 
Subsec. (f). Pub. L. 102–108, § 2(d)(4), redesignated sub-

sec. (f), relating to regulation of combination products, 

as (g). 
Pub. L. 102–108, § 2(d)(3), redesignated subsec. (c), re-

lating to veterinary prescription drugs, as (f). 
Subsec. (g). Pub. L. 102–108, § 2(d)(4), redesignated sub-

sec. (f), relating to regulation of combination products, 

as (g). 
1990—Pub. L. 101–629, § 16(a)(1), substituted ‘‘Exemp-

tions and consideration for certain drugs, devices, and 

biological products’’ for ‘‘Exemptions in case of drugs 

and devices’’ in section catchline. 
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Subsec. (f). Pub. L. 101–629, § 16(a)(2), added subsec. (f). 
1988—Subsec. (c). Pub. L. 100–670 added subsec. (c) re-

lating to veterinary prescription drugs. 
Pub. L. 100–293, § 4, added subsec. (c) relating to sales 

restrictions. 
Subsec. (d). Pub. L. 100–293, § 5, added subsec. (d). 
Subsec. (e). Pub. L. 100–293, § 6, added subsec. (e). 
1970—Subsec. (b)(2). Pub. L. 91–601 included exemption 

from packaging requirements of subsec. (p) of section 

352 of this title. 
1962—Subsec. (b)(1)(C). Pub. L. 87–781 substituted ‘‘ap-

proved’’ for ‘‘effective’’. 
1951—Subsec. (b). Act Oct. 26, 1951, amended subsec. 

(b) generally to protect the public from abuses in the 

sale of potent prescription drugs, and to relieve retail 

pharmacists and the public from unnecessary restric-

tions on the dispensation of drugs that are safe to use 

without supervision of a doctor. 

TERMINATION DATE OF 1992 AMENDMENT 

Section 2(d) of Pub. L. 102–353 provided that: ‘‘Effec-

tive September 14, 1994, the amendments made by sub-

sections (a) and (b) [amending this section] shall no 

longer be in effect.’’ 

EFFECTIVE DATE OF 1988 AMENDMENT 

Section 8 of Pub. L. 100–293 provided that: 
‘‘(a) GENERAL RULE.—Except as provided in sub-

section (b), this Act and the amendments made by this 

Act [amending this section and sections 331, 333, and 381 

of this title and enacting provisions set out as notes 

under this section and section 301 of this title] shall 

take effect upon the expiration of 90 days after the date 

of the enactment of this Act [Apr. 22, 1988]. 
‘‘(b) EXCEPTION.— 

‘‘(1) Section 503(d) of the Federal Food, Drug, and 

Cosmetic Act [21 U.S.C. 353(d)] (as added by section 5 

of this Act) shall take effect upon the expiration of 

180 days after the date of the enactment of this Act 

[Apr. 22, 1988]. 
‘‘(2) The Secretary of Health and Human Services 

shall by regulation issue the guidelines required by 

section 503(e)(2)(B) of the Federal Food, Drug, and 

Cosmetic Act [21 U.S.C. 353(e)(2)(B)] (as added by sec-

tion 6 of this Act) not later than 180 days after the 

date of the enactment of this Act. Section 503(e)(2)(A) 

of such Act shall take effect upon the expiration of 2 

years after the date such regulations are promulgated 

and take effect.’’ 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–601 effective Dec. 30, 1970, 

and regulations establishing special packaging stand-

ards effective no sooner than 180 days or later than one 

year from date regulations are final, or an earlier date 

published in Federal Register, see section 8 of Pub. L. 

91–601, set out as an Effective Date note under section 

1471 of Title 15, Commerce and Trade. 

EFFECTIVE DATE OF 1962 AMENDMENT 

Amendment by Pub. L. 87–781 effective Oct. 10, 1962, 

see section 107 of Pub. L. 87–781, set out as a note under 

section 321 of this title. 

EFFECTIVE DATE OF 1951 AMENDMENT 

Amendment by act Oct. 26, 1951, effective six months 

after Oct. 26, 1951, see section 3 of act Oct. 26, 1951, set 

out as a note under section 333 of this title. 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

CONGRESSIONAL FINDINGS 

Section 2 of Pub. L. 100–293 provided that: ‘‘The Con-

gress finds the following: 

‘‘(1) American consumers cannot purchase prescrip-

tion drugs with the certainty that the products are 

safe and effective. 

‘‘(2) The integrity of the distribution system for 

prescription drugs is insufficient to prevent the intro-

duction and eventual retail sale of substandard, inef-

fective, or even counterfeit drugs. 

‘‘(3) The existence and operation of a wholesale sub-

market, commonly known as the ‘diversion market’, 

prevents effective control over or even routine 

knowledge of the true sources of prescription drugs in 

a significant number of cases. 

‘‘(4) Large amounts of drugs are being reimported 

to the United States as American goods returned. 

These imports are a health and safety risk to Amer-

ican consumers because they may have become sub-

potent or adulterated during foreign handling and 

shipping. 

‘‘(5) The ready market for prescription drug re-

imports has been the catalyst for a continuing series 

of frauds against American manufacturers and has 

provided the cover for the importation of foreign 

counterfeit drugs. 

‘‘(6) The existing system of providing drug samples 

to physicians through manufacturer’s representatives 

has been abused for decades and has resulted in the 

sale to consumers of misbranded, expired, and adul-

terated pharmaceuticals. 

‘‘(7) The bulk resale of below wholesale priced pre-

scription drugs by health care entities, for ultimate 

sale at retail, helps fuel the diversion market and is 

an unfair form of competition to wholesalers and re-

tailers that must pay otherwise prevailing market 

prices. 

‘‘(8) The effect of these several practices and condi-

tions is to create an unacceptable risk that counter-

feit, adulterated, misbranded, subpotent, or expired 

drugs will be sold to American consumers.’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 333, 360, 

379g, 381, 825, 829, 885 of this title; title 15 section 1459; 

title 35 section 156. 

§ 354. Repealed. Pub. L. 86–618, title I, § 103(a)(2), 
July 12, 1960, 74 Stat. 398 

Section, act June 25, 1938, ch. 675, § 504, 52 Stat. 1052, 

directed Secretary to promulgate regulations for list-

ing of coal-tar colors. See section 379e of this title. 

EFFECTIVE DATE OF REPEAL 

Repeal effective July 12, 1960, subject to provisions of 

section 203 of Pub. L. 86–618, see section 202 of Pub. L. 

86–618, set out as an Effective Date of 1960 Amendment 

note under section 379e of this title. 

§ 355. New drugs 

(a) Necessity of effective approval of application 

No person shall introduce or deliver for intro-
duction into interstate commerce any new drug, 
unless an approval of an application filed pursu-
ant to subsection (b) or (j) of this section is ef-
fective with respect to such drug. 

(b) Filing application; contents 

(1) Any person may file with the Secretary an 
application with respect to any drug subject to 
the provisions of subsection (a) of this section. 
Such person shall submit to the Secretary as a 
part of the application (A) full reports of inves-
tigations which have been made to show wheth-
er or not such drug is safe for use and whether 
such drug is effective in use; (B) a full list of the 
articles used as components of such drug; (C) a 
full statement of the composition of such drug; 
(D) a full description of the methods used in, and 



Page 118 TITLE 21—FOOD AND DRUGS § 355 

the facilities and controls used for, the manufac-
ture, processing, and packing of such drug; (E) 
such samples of such drug and of the articles 
used as components thereof as the Secretary 
may require; and (F) specimens of the labeling 
proposed to be used for such drug. The applicant 
shall file with the application the patent num-
ber and the expiration date of any patent which 
claims the drug for which the applicant submit-
ted the application or which claims a method of 
using such drug and with respect to which a 
claim of patent infringement could reasonably 
be asserted if a person not licensed by the owner 
engaged in the manufacture, use, or sale of the 
drug. If an application is filed under this sub-
section for a drug and a patent which claims 
such drug or a method of using such drug is is-
sued after the filing date but before approval of 
the application, the applicant shall amend the 
application to include the information required 
by the preceding sentence. Upon approval of the 
application, the Secretary shall publish infor-
mation submitted under the two preceding sen-
tences. 

(2) An application submitted under paragraph 
(1) for a drug for which the investigations de-
scribed in clause (A) of such paragraph and re-
lied upon by the applicant for approval of the 
application were not conducted by or for the ap-
plicant and for which the applicant has not ob-
tained a right of reference or use from the per-
son by or for whom the investigations were con-
ducted shall also include— 

(A) a certification, in the opinion of the ap-
plicant and to the best of his knowledge, with 
respect to each patent which claims the drug 
for which such investigations were conducted 
or which claims a use for such drug for which 
the applicant is seeking approval under this 
subsection and for which information is re-
quired to be filed under paragraph (1) or sub-
section (c) of this section— 

(i) that such patent information has not 
been filed, 

(ii) that such patent has expired, 
(iii) of the date on which such patent will 

expire, or 
(iv) that such patent is invalid or will not 

be infringed by the manufacture, use, or sale 
of the new drug for which the application is 
submitted; and 

(B) if with respect to the drug for which in-
vestigations described in paragraph (1)(A) were 
conducted information was filed under para-
graph (1) or subsection (c) of this section for a 
method of use patent which does not claim a 
use for which the applicant is seeking ap-
proval under this subsection, a statement that 
the method of use patent does not claim such 
a use. 

(3)(A) An applicant who makes a certification 
described in paragraph (2)(A)(iv) shall include in 
the application a statement that the applicant 
will give the notice required by subparagraph 
(B) to— 

(i) each owner of the patent which is the sub-
ject of the certification or the representative 
of such owner designated to receive such no-
tice, and 

(ii) the holder of the approved application 
under subsection (b) of this section for the 

drug which is claimed by the patent or a use 
of which is claimed by the patent or the rep-
resentative of such holder designated to re-
ceive such notice. 

(B) The notice referred to in subparagraph (A) 
shall state that an application has been submit-
ted under this subsection for the drug with re-
spect to which the certification is made to ob-
tain approval to engage in the commercial man-
ufacture, use, or sale of the drug before the expi-
ration of the patent referred to in the certifi-
cation. Such notice shall include a detailed 
statement of the factual and legal basis of the 
applicant’s opinion that the patent is not valid 
or will not be infringed. 

(C) If an application is amended to include a 
certification described in paragraph (2)(A)(iv), 
the notice required by subparagraph (B) shall be 
given when the amended application is submit-
ted. 

(c) Period for approval of application; period for, 
notice, and expedition of hearing; period for 
issuance of order 

(1) Within one hundred and eighty days after 
the filing of an application under subsection (b) 
of this section, or such additional period as may 
be agreed upon by the Secretary and the appli-
cant, the Secretary shall either— 

(A) approve the application if he then finds 
that none of the grounds for denying approval 
specified in subsection (d) of this section ap-
plies, or 

(B) give the applicant notice of an oppor-
tunity for a hearing before the Secretary 
under subsection (d) of this section on the 
question whether such application is approv-
able. If the applicant elects to accept the op-
portunity for hearing by written request with-
in thirty days after such notice, such hearing 
shall commence not more than ninety days 
after the expiration of such thirty days unless 
the Secretary and the applicant otherwise 
agree. Any such hearing shall thereafter be 
conducted on an expedited basis and the Sec-
retary’s order thereon shall be issued within 
ninety days after the date fixed by the Sec-
retary for filing final briefs. 

(2) If the patent information described in sub-
section (b) of this section could not be filed with 
the submission of an application under sub-
section (b) of this section because the applica-
tion was filed before the patent information was 
required under subsection (b) of this section or a 
patent was issued after the application was ap-
proved under such subsection, the holder of an 
approved application shall file with the Sec-
retary the patent number and the expiration 
date of any patent which claims the drug for 
which the application was submitted or which 
claims a method of using such drug and with re-
spect to which a claim of patent infringement 
could reasonably be asserted if a person not li-
censed by the owner engaged in the manufac-
ture, use, or sale of the drug. If the holder of an 
approved application could not file patent infor-
mation under subsection (b) of this section be-
cause it was not required at the time the appli-
cation was approved, the holder shall file such 
information under this subsection not later than 
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thirty days after September 24, 1984, and if the 
holder of an approved application could not file 
patent information under subsection (b) of this 
section because no patent had been issued when 
an application was filed or approved, the holder 
shall file such information under this subsection 
not later than thirty days after the date the pat-
ent involved is issued. Upon the submission of 
patent information under this subsection, the 
Secretary shall publish it. 

(3) The approval of an application filed under 
subsection (b) of this section which contains a 
certification required by paragraph (2) of such 
subsection shall be made effective on the last 
applicable date determined under the following: 

(A) If the applicant only made a certifi-
cation described in clause (i) or (ii) of sub-
section (b)(2)(A) of this section or in both such 
clauses, the approval may be made effective 
immediately. 

(B) If the applicant made a certification de-
scribed in clause (iii) of subsection (b)(2)(A) of 
this section, the approval may be made effec-
tive on the date certified under clause (iii). 

(C) If the applicant made a certification de-
scribed in clause (iv) of subsection (b)(2)(A) of 
this section, the approval shall be made effec-
tive immediately unless an action is brought 
for infringement of a patent which is the sub-
ject of the certification before the expiration 
of forty-five days from the date the notice pro-
vided under paragraph (3)(B) is received. If 
such an action is brought before the expiration 
of such days, the approval may be made effec-
tive upon the expiration of the thirty-month 
period beginning on the date of the receipt of 
the notice provided under paragraph (3)(B) or 
such shorter or longer period as the court may 
order because either party to the action failed 
to reasonably cooperate in expediting the ac-
tion, except that— 

(i) if before the expiration of such period 
the court decides that such patent is invalid 
or not infringed, the approval may be made 
effective on the date of the court decision, 

(ii) if before the expiration of such period 
the court decides that such patent has been 
infringed, the approval may be made effec-
tive on such date as the court orders under 
section 271(e)(4)(A) of title 35, or 

(iii) if before the expiration of such period 
the court grants a preliminary injunction 
prohibiting the applicant from engaging in 
the commercial manufacture or sale of the 
drug until the court decides the issues of 
patent validity and infringement and if the 
court decides that such patent is invalid or 
not infringed, the approval shall be made ef-
fective on the date of such court decision. 

In such an action, each of the parties shall 
reasonably cooperate in expediting the action. 
Until the expiration of forty-five days from 
the date the notice made under paragraph 
(3)(B) is received, no action may be brought 
under section 2201 of title 28 for a declaratory 
judgment with respect to the patent. Any ac-
tion brought under such section 2201 shall be 
brought in the judicial district where the de-
fendant has its principal place of business or a 
regular and established place of business. 

(D)(i) If an application (other than an abbre-
viated new drug application) submitted under 

subsection (b) of this section for a drug, no ac-
tive ingredient (including any ester or salt of 
the active ingredient) of which has been ap-
proved in any other application under sub-
section (b) of this section, was approved dur-
ing the period beginning January 1, 1982, and 
ending on September 24, 1984, the Secretary 
may not make the approval of another appli-
cation for a drug for which the investigations 
described in clause (A) of subsection (b)(1) of 
this section and relied upon by the applicant 
for approval of the application were not con-
ducted by or for the applicant and for which 
the applicant has not obtained a right of ref-
erence or use from the person by or for whom 
the investigations were conducted effective 
before the expiration of ten years from the 
date of the approval of the application pre-
viously approved under subsection (b) of this 
section. 

(ii) If an application submitted under sub-
section (b) of this section for a drug, no active 
ingredient (including any ester or salt of the 
active ingredient) of which has been approved 
in any other application under subsection (b) 
of this section, is approved after September 24, 
1984, no application which refers to the drug 
for which the subsection (b) application was 
submitted and for which the investigations de-
scribed in clause (A) of subsection (b)(1) of this 
section and relied upon by the applicant for 
approval of the application were not con-
ducted by or for the applicant and for which 
the applicant has not obtained a right of ref-
erence or use from the person by or for whom 
the investigations were conducted may be sub-
mitted under subsection (b) of this section be-
fore the expiration of five years from the date 
of the approval of the application under sub-
section (b) of this section, except that such an 
application may be submitted under sub-
section (b) of this section after the expiration 
of four years from the date of the approval of 
the subsection (b) application if it contains a 
certification of patent invalidity or non-
infringement described in clause (iv) of sub-
section (b)(2)(A) of this section. The approval 
of such an application shall be made effective 
in accordance with this paragraph except that, 
if an action for patent infringement is com-
menced during the one-year period beginning 
forty-eight months after the date of the ap-
proval of the subsection (b) application, the 
thirty-month period referred to in subpara-
graph (C) shall be extended by such amount of 
time (if any) which is required for seven and 
one-half years to have elapsed from the date of 
approval of the subsection (b) application. 

(iii) If an application submitted under sub-
section (b) of this section for a drug, which in-
cludes an active ingredient (including any 
ester or salt of the active ingredient) that has 
been approved in another application approved 
under subsection (b) of this section, is ap-
proved after September 24, 1984, and if such ap-
plication contains reports of new clinical in-
vestigations (other than bioavailability stud-
ies) essential to the approval of the applica-
tion and conducted or sponsored by the appli-
cant, the Secretary may not make the ap-
proval of an application submitted under sub-
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1 So in original. Probably should be ‘‘bioavailability’’. 

section (b) of this section for the conditions of 
approval of such drug in the approved sub-
section (b) application effective before the ex-
piration of three years from the date of the ap-
proval of the application under subsection (b) 
of this section if the investigations described 
in clause (A) of subsection (b)(1) of this section 
and relied upon by the applicant for approval 
of the application were not conducted by or 
for the applicant and if the applicant has not 
obtained a right of reference or use from the 
person by or for whom the investigations were 
conducted. 

(iv) If a supplement to an application ap-
proved under subsection (b) of this section is 
approved after September 24, 1984, and the sup-
plement contains reports of new clinical inves-
tigations (other than bioavailabilty 1 studies) 
essential to the approval of the supplement 
and conducted or sponsored by the person sub-
mitting the supplement, the Secretary may 
not make the approval of an application sub-
mitted under subsection (b) of this section for 
a change approved in the supplement effective 
before the expiration of three years from the 
date of the approval of the supplement under 
subsection (b) of this section if the investiga-
tions described in clause (A) of subsection 
(b)(1) of this section and relied upon by the ap-
plicant for approval of the application were 
not conducted by or for the applicant and if 
the applicant has not obtained a right of ref-
erence or use from the person by or for whom 
the investigations were conducted. 

(v) If an application (or supplement to an ap-
plication) submitted under subsection (b) of 
this section for a drug, which includes an ac-
tive ingredient (including any ester or salt of 
the active ingredient) that has been approved 
in another application under subsection (b) of 
this section, was approved during the period 
beginning January 1, 1982, and ending on Sep-
tember 24, 1984, the Secretary may not make 
the approval of an application submitted 
under this subsection and for which the inves-
tigations described in clause (A) of subsection 
(b)(1) of this section and relied upon by the ap-
plicant for approval of the application were 
not conducted by or for the applicant and for 
which the applicant has not obtained a right 
of reference or use from the person by or for 
whom the investigations were conducted and 
which refers to the drug for which the sub-
section (b) application was submitted effective 
before the expiration of two years from Sep-
tember 24, 1984. 

(d) Grounds for refusing application; approval of 
application; ‘‘substantial evidence’’ defined 

If the Secretary finds, after due notice to the 
applicant in accordance with subsection (c) of 
this section and giving him an opportunity for a 
hearing, in accordance with said subsection, 
that (1) the investigations, reports of which are 
required to be submitted to the Secretary pursu-
ant to subsection (b) of this section, do not in-
clude adequate tests by all methods reasonably 
applicable to show whether or not such drug is 
safe for use under the conditions prescribed, rec-

ommended, or suggested in the proposed label-
ing thereof; (2) the results of such tests show 
that such drug is unsafe for use under such con-
ditions or do not show that such drug is safe for 
use under such conditions; (3) the methods used 
in, and the facilities and controls used for, the 
manufacture, processing, and packing of such 
drug are inadequate to preserve its identity, 
strength, quality, and purity; (4) upon the basis 
of the information submitted to him as part of 
the application, or upon the basis of any other 
information before him with respect to such 
drug, he has insufficient information to deter-
mine whether such drug is safe for use under 
such conditions; or (5) evaluated on the basis of 
the information submitted to him as part of the 
application and any other information before 
him with respect to such drug, there is a lack of 
substantial evidence that the drug will have the 
effect it purports or is represented to have under 
the conditions of use prescribed, recommended, 
or suggested in the proposed labeling thereof; or 
(6) the application failed to contain the patent 
information prescribed by subsection (b) of this 
section; or (7) based on a fair evaluation of all 
material facts, such labeling is false or mislead-
ing in any particular; he shall issue an order re-
fusing to approve the application. If, after such 
notice and opportunity for hearing, the Sec-
retary finds that clauses (1) through (6) do not 
apply, he shall issue an order approving the ap-
plication. As used in this subsection and sub-
section (e) of this section, the term ‘‘substantial 
evidence’’ means evidence consisting of ade-
quate and well-controlled investigations, includ-
ing clinical investigations, by experts qualified 
by scientific training and experience to evaluate 
the effectiveness of the drug involved, on the 
basis of which it could fairly and responsibly be 
concluded by such experts that the drug will 
have the effect it purports or is represented to 
have under the conditions of use prescribed, rec-
ommended, or suggested in the labeling or pro-
posed labeling thereof. 

(e) Withdrawal of approval; grounds; immediate 
suspension upon finding imminent hazard to 
public health 

The Secretary shall, after due notice and op-
portunity for hearing to the applicant, withdraw 
approval of an application with respect to any 
drug under this section if the Secretary finds (1) 
that clinical or other experience, tests, or other 
scientific data show that such drug is unsafe for 
use under the conditions of use upon the basis of 
which the application was approved; (2) that new 
evidence of clinical experience, not contained in 
such application or not available to the Sec-
retary until after such application was ap-
proved, or tests by new methods, or tests by 
methods not deemed reasonably applicable when 
such application was approved, evaluated to-
gether with the evidence available to the Sec-
retary when the application was approved, 
shows that such drug is not shown to be safe for 
use under the conditions of use upon the basis of 
which the application was approved; or (3) on 
the basis of new information before him with re-
spect to such drug, evaluated together with the 
evidence available to him when the application 
was approved, that there is a lack of substantial 
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evidence that the drug will have the effect it 
purports or is represented to have under the con-
ditions of use prescribed, recommended, or sug-
gested in the labeling thereof; or (4) the patent 
information prescribed by subsection (c) of this 
section was not filed within thirty days after 
the receipt of written notice from the Secretary 
specifying the failure to file such information; 
or (5) that the application contains any untrue 
statement of a material fact: Provided, That if 
the Secretary (or in his absence the officer act-
ing as Secretary) finds that there is an immi-
nent hazard to the public health, he may sus-
pend the approval of such application imme-
diately, and give the applicant prompt notice of 
his action and afford the applicant the oppor-
tunity for an expedited hearing under this sub-
section; but the authority conferred by this pro-
viso to suspend the approval of an application 
shall not be delegated. The Secretary may also, 
after due notice and opportunity for hearing to 
the applicant, withdraw the approval of an ap-
plication submitted under subsection (b) or (j) of 
this section with respect to any drug under this 
section if the Secretary finds (1) that the appli-
cant has failed to establish a system for main-
taining required records, or has repeatedly or 
deliberately failed to maintain such records or 
to make required reports, in accordance with a 
regulation or order under subsection (k) of this 
section or to comply with the notice require-
ments of section 360(k)(2) of this title, or the ap-
plicant has refused to permit access to, or copy-
ing or verification of, such records as required 
by paragraph (2) of such subsection; or (2) that 
on the basis of new information before him, 
evaluated together with the evidence before him 
when the application was approved, the methods 
used in, or the facilities and controls used for, 
the manufacture, processing, and packing of 
such drug are inadequate to assure and preserve 
its identity, strength, quality, and purity and 
were not made adequate within a reasonable 
time after receipt of written notice from the 
Secretary specifying the matter complained of; 
or (3) that on the basis of new information be-
fore him, evaluated together with the evidence 
before him when the application was approved, 
the labeling of such drug, based on a fair evalua-
tion of all material facts, is false or misleading 
in any particular and was not corrected within 
a reasonable time after receipt of written notice 
from the Secretary specifying the matter com-
plained of. Any order under this subsection shall 
state the findings upon which it is based. 

(f) Revocation of order refusing, withdrawing or 
suspending approval of application 

Whenever the Secretary finds that the facts so 
require, he shall revoke any previous order 
under subsection (d) or (e) of this section refus-
ing, withdrawing, or suspending approval of an 
application and shall approve such application 
or reinstate such approval, as may be appro-
priate. 

(g) Service of orders 

Orders of the Secretary issued under this sec-
tion shall be served (1) in person by any officer 
or employee of the department designated by 
the Secretary or (2) by mailing the order by reg-
istered mail or by certified mail addressed to 

the applicant or respondent at his last-known 
address in the records of the Secretary. 

(h) Appeal from order 

An appeal may be taken by the applicant from 
an order of the Secretary refusing or withdraw-
ing approval of an application under this sec-
tion. Such appeal shall be taken by filing in the 
United States court of appeals or the circuit 
wherein such applicant resides or has his prin-
cipal place of business, or in the United States 
Court of Appeals for the District of Columbia 
Circuit, within sixty days after the entry of such 
order, a written petition praying that the order 
of the Secretary be set aside. A copy of such pe-
tition shall be forthwith transmitted by the 
clerk of the court to the Secretary, or any offi-
cer designated by him for that purpose, and 
thereupon the Secretary shall certify and file in 
the court the record upon which the order com-
plained of was entered, as provided in section 
2112 of title 28. Upon the filing of such petition 
such court shall have exclusive jurisdiction to 
affirm or set aside such order, except that until 
the filing of the record the Secretary may mod-
ify or set aside his order. No objection to the 
order of the Secretary shall be considered by the 
court unless such objection shall have been 
urged before the Secretary or unless there were 
reasonable grounds for failure so to do. The find-
ing of the Secretary as to the facts, if supported 
by substantial evidence, shall be conclusive. If 
any person shall apply to the court for leave to 
adduce additional evidence, and shall show to 
the satisfaction of the court that such addi-
tional evidence is material and that there were 
reasonable grounds for failure to adduce such 
evidence in the proceeding before the Secretary, 
the court may order such additional evidence to 
be taken before the Secretary and to be adduced 
upon the hearing in such manner and upon such 
terms and conditions as to the court may seem 
proper. The Secretary may modify his findings 
as to the facts by reason of the additional evi-
dence so taken, and he shall file with the court 
such modified findings which, if supported by 
substantial evidence, shall be conclusive, and 
his recommendation, if any, for the setting aside 
of the original order. The judgment of the court 
affirming or setting aside any such order of the 
Secretary shall be final, subject to review by the 
Supreme Court of the United States upon certio-
rari or certification as provided in section 1254 
of title 28. The commencement of proceedings 
under this subsection shall not, unless specifi-
cally ordered by the court to the contrary, oper-
ate as a stay of the Secretary’s order. 

(i) Exemptions of drugs for research; discre-
tionary and mandatory conditions; direct re-
ports to Secretary 

The Secretary shall promulgate regulations 
for exempting from the operation of the fore-
going subsections of this section drugs intended 
solely for investigational use by experts quali-
fied by scientific training and experience to in-
vestigate the safety and effectiveness of drugs. 
Such regulations may, within the discretion of 
the Secretary, among other conditions relating 
to the protection of the public health, provide 
for conditioning such exemption upon— 

(1) the submission to the Secretary, before 
any clinical testing of a new drug is under-
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taken, of reports, by the manufacturer or the 
sponsor of the investigation of such drug, of 
preclinical tests (including tests on animals) 
of such drug adequate to justify the proposed 
clinical testing; 

(2) the manufacturer or the sponsor of the 
investigation of a new drug proposed to be dis-
tributed to investigators for clinical testing 
obtaining a signed agreement from each of 
such investigators that patients to whom the 
drug is administered will be under his personal 
supervision, or under the supervision of inves-
tigators responsible to him, and that he will 
not supply such drug to any other investiga-
tor, or to clinics, for administration to human 
beings; and 

(3) the establishment and maintenance of 
such records, and the making of such reports 
to the Secretary, by the manufacturer or the 
sponsor of the investigation of such drug, of 
data (including but not limited to analytical 
reports by investigators) obtained as the re-
sult of such investigational use of such drug, 
as the Secretary finds will enable him to 
evaluate the safety and effectiveness of such 
drug in the event of the filing of an applica-
tion pursuant to subsection (b) of this section. 

Such regulations shall provide that such exemp-
tion shall be conditioned upon the manufac-
turer, or the sponsor of the investigation, re-
quiring that experts using such drugs for inves-
tigational purposes certify to such manufac-
turer or sponsor that they will inform any 
human beings to whom such drugs, or any con-
trols used in connection therewith, are being ad-
ministered, or their representatives, that such 
drugs are being used for investigational pur-
poses and will obtain the consent of such human 
beings or their representatives, except where 
they deem it not feasible or, in their profes-
sional judgment, contrary to the best interests 
of such human beings. Nothing in this sub-
section shall be construed to require any clini-
cal investigator to submit directly to the Sec-
retary reports on the investigational use of 
drugs. 

(j) Abbreviated new drug applications 

(1) Any person may file with the Secretary an 
abbreviated application for the approval of a 
new drug. 

(2)(A) An abbreviated application for a new 
drug shall contain— 

(i) information to show that the conditions 
of use prescribed, recommended, or suggested 
in the labeling proposed for the new drug have 
been previously approved for a drug listed 
under paragraph (6) (hereinafter in this sub-
section referred to as a ‘‘listed drug’’); 

(ii)(I) if the listed drug referred to in clause 
(i) has only one active ingredient, information 
to show that the active ingredient of the new 
drug is the same as that of the listed drug; 

(II) if the listed drug referred to in clause (i) 
has more than one active ingredient, informa-
tion to show that the active ingredients of the 
new drug are the same as those of the listed 
drug, or 

(III) if the listed drug referred to in clause (i) 
has more than one active ingredient and if one 
of the active ingredients of the new drug is dif-

ferent and the application is filed pursuant to 
the approval of a petition filed under subpara-
graph (C), information to show that the other 
active ingredients of the new drug are the 
same as the active ingredients of the listed 
drug, information to show that the different 
active ingredient is an active ingredient of a 
listed drug or of a drug which does not meet 
the requirements of section 321(p) of this title, 
and such other information respecting the dif-
ferent active ingredient with respect to which 
the petition was filed as the Secretary may re-
quire; 

(iii) information to show that the route of 
administration, the dosage form, and the 
strength of the new drug are the same as those 
of the listed drug referred to in clause (i) or, 
if the route of administration, the dosage 
form, or the strength of the new drug is dif-
ferent and the application is filed pursuant to 
the approval of a petition filed under subpara-
graph (C), such information respecting the 
route of administration, dosage form, or 
strength with respect to which the petition 
was filed as the Secretary may require; 

(iv) information to show that the new drug 
is bioequivalent to the listed drug referred to 
in clause (i), except that if the application is 
filed pursuant to the approval of a petition 
filed under subparagraph (C), information to 
show that the active ingredients of the new 
drug are of the same pharmacological or 
therapeutic class as those of the listed drug 
referred to in clause (i) and the new drug can 
be expected to have the same therapeutic ef-
fect as the listed drug when administered to 
patients for a condition of use referred to in 
clause (i); 

(v) information to show that the labeling 
proposed for the new drug is the same as the 
labeling approved for the listed drug referred 
to in clause (i) except for changes required be-
cause of differences approved under a petition 
filed under subparagraph (C) or because the 
new drug and the listed drug are produced or 
distributed by different manufacturers; 

(vi) the items specified in clauses (B) 
through (F) of subsection (b)(1) of this section; 

(vii) a certification, in the opinion of the ap-
plicant and to the best of his knowledge, with 
respect to each patent which claims the listed 
drug referred to in clause (i) or which claims 
a use for such listed drug for which the appli-
cant is seeking approval under this subsection 
and for which information is required to be 
filed under subsection (b) or (c) of this sec-
tion— 

(I) that such patent information has not 
been filed, 

(II) that such patent has expired, 
(III) of the date on which such patent will 

expire, or 
(IV) that such patent is invalid or will not 

be infringed by the manufacture, use, or sale 
of the new drug for which the application is 
submitted; and 

(viii) if with respect to the listed drug re-
ferred to in clause (i) information was filed 
under subsection (b) or (c) of this section for a 
method of use patent which does not claim a 
use for which the applicant is seeking ap-
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proval under this subsection, a statement that 
the method of use patent does not claim such 
a use. 

The Secretary may not require that an abbre-
viated application contain information in addi-
tion to that required by clauses (i) through 
(viii). 

(B)(i) An applicant who makes a certification 
described in subparagraph (A)(vii)(IV) shall in-
clude in the application a statement that the 
applicant will give the notice required by clause 
(ii) to— 

(I) each owner of the patent which is the 
subject of the certification or the representa-
tive of such owner designated to receive such 
notice, and 

(II) the holder of the approved application 
under subsection (b) of this section for the 
drug which is claimed by the patent or a use 
of which is claimed by the patent or the rep-
resentative of such holder designated to re-
ceive such notice. 

(ii) The notice referred to in clause (i) shall 
state that an application, which contains data 
from bioavailability or bioequivalence studies, 
has been submitted under this subsection for the 
drug with respect to which the certification is 
made to obtain approval to engage in the com-
mercial manufacture, use, or sale of such drug 
before the expiration of the patent referred to in 
the certification. Such notice shall include a de-
tailed statement of the factual and legal basis of 
the applicant’s opinion that the patent is not 
valid or will not be infringed. 

(iii) If an application is amended to include a 
certification described in subparagraph 
(A)(vii)(IV), the notice required by clause (ii) 
shall be given when the amended application is 
submitted. 

(C) If a person wants to submit an abbreviated 
application for a new drug which has a different 
active ingredient or whose route of administra-
tion, dosage form, or strength differ from that of 
a listed drug, such person shall submit a peti-
tion to the Secretary seeking permission to file 
such an application. The Secretary shall ap-
prove or disapprove a petition submitted under 
this subparagraph within ninety days of the date 
the petition is submitted. The Secretary shall 
approve such a petition unless the Secretary 
finds— 

(i) that investigations must be conducted to 
show the safety and effectiveness of the drug 
or of any of its active ingredients, the route of 
administration, the dosage form, or strength 
which differ from the listed drug; or 

(ii) that any drug with a different active in-
gredient may not be adequately evaluated for 
approval as safe and effective on the basis of 
the information required to be submitted in an 
abbreviated application. 

(3) Subject to paragraph (4), the Secretary 
shall approve an application for a drug unless 
the Secretary finds— 

(A) the methods used in, or the facilities and 
controls used for, the manufacture, process-
ing, and packing of the drug are inadequate to 
assure and preserve its identity, strength, 
quality, and purity; 

(B) information submitted with the applica-
tion is insufficient to show that each of the 

proposed conditions of use have been pre-
viously approved for the listed drug referred to 
in the application; 

(C)(i) if the listed drug has only one active 
ingredient, information submitted with the 
application is insufficient to show that the ac-
tive ingredient is the same as that of the list-
ed drug; 

(ii) if the listed drug has more than one ac-
tive ingredient, information submitted with 
the application is insufficient to show that the 
active ingredients are the same as the active 
ingredients of the listed drug, or 

(iii) if the listed drug has more than one ac-
tive ingredient and if the application is for a 
drug which has an active ingredient different 
from the listed drug, information submitted 
with the application is insufficient to show— 

(I) that the other active ingredients are 
the same as the active ingredients of the 
listed drug, or 

(II) that the different active ingredient is 
an active ingredient of a listed drug or a 
drug which does not meet the requirements 
of section 321(p) of this title, 

or no petition to file an application for the 
drug with the different ingredient was ap-
proved under paragraph (2)(C); 

(D)(i) if the application is for a drug whose 
route of administration, dosage form, or 
strength of the drug is the same as the route 
of administration, dosage form, or strength of 
the listed drug referred to in the application, 
information submitted in the application is in-
sufficient to show that the route of adminis-
tration, dosage form, or strength is the same 
as that of the listed drug, or 

(ii) if the application is for a drug whose 
route of administration, dosage form, or 
strength of the drug is different from that of 
the listed drug referred to in the application, 
no petition to file an application for the drug 
with the different route of administration, 
dosage form, or strength was approved under 
paragraph (2)(C); 

(E) if the application was filed pursuant to 
the approval of a petition under paragraph 
(2)(C), the application did not contain the in-
formation required by the Secretary respect-
ing the active ingredient, route of administra-
tion, dosage form, or strength which is not the 
same; 

(F) information submitted in the application 
is insufficient to show that the drug is bio-
equivalent to the listed drug referred to in the 
application or, if the application was filed pur-
suant to a petition approved under paragraph 
(2)(C), information submitted in the applica-
tion is insufficient to show that the active in-
gredients of the new drug are of the same 
pharmacological or therapeutic class as those 
of the listed drug referred to in paragraph 
(2)(A)(i) and that the new drug can be expected 
to have the same therapeutic effect as the list-
ed drug when administered to patients for a 
condition of use referred to in such paragraph; 

(G) information submitted in the application 
is insufficient to show that the labeling pro-
posed for the drug is the same as the labeling 
approved for the listed drug referred to in the 
application except for changes required be-
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cause of differences approved under a petition 
filed under paragraph (2)(C) or because the 
drug and the listed drug are produced or dis-
tributed by different manufacturers; 

(H) information submitted in the application 
or any other information available to the Sec-
retary shows that (i) the inactive ingredients 
of the drug are unsafe for use under the condi-
tions prescribed, recommended, or suggested 
in the labeling proposed for the drug, or (ii) 
the composition of the drug is unsafe under 
such conditions because of the type or quan-
tity of inactive ingredients included or the 
manner in which the inactive ingredients are 
included; 

(I) the approval under subsection (c) of this 
section of the listed drug referred to in the ap-
plication under this subsection has been with-
drawn or suspended for grounds described in 
the first sentence of subsection (e) of this sec-
tion, the Secretary has published a notice of 
opportunity for hearing to withdraw approval 
of the listed drug under subsection (c) of this 
section for grounds described in the first sen-
tence of subsection (e) of this section, the ap-
proval under this subsection of the listed drug 
referred to in the application under this sub-
section has been withdrawn or suspended 
under paragraph (5), or the Secretary has de-
termined that the listed drug has been with-
drawn from sale for safety or effectiveness rea-
sons; 

(J) the application does not meet any other 
requirement of paragraph (2)(A); or 

(K) the application contains an untrue state-
ment of material fact. 

(4)(A) Within one hundred and eighty days of 
the initial receipt of an application under para-
graph (2) or within such additional period as 
may be agreed upon by the Secretary and the 
applicant, the Secretary shall approve or dis-
approve the application. 

(B) The approval of an application submitted 
under paragraph (2) shall be made effective on 
the last applicable date determined under the 
following: 

(i) If the applicant only made a certification 
described in subclause (I) or (II) of paragraph 
(2)(A)(vii) or in both such subclauses, the ap-
proval may be made effective immediately. 

(ii) If the applicant made a certification de-
scribed in subclause (III) of paragraph 
(2)(A)(vii), the approval may be made effective 
on the date certified under subclause (III). 

(iii) If the applicant made a certification de-
scribed in subclause (IV) of paragraph 
(2)(A)(vii), the approval shall be made effective 
immediately unless an action is brought for 
infringement of a patent which is the subject 
of the certification before the expiration of 
forty-five days from the date the notice pro-
vided under paragraph (2)(B)(i) is received. If 
such an action is brought before the expiration 
of such days, the approval shall be made effec-
tive upon the expiration of the thirty-month 
period beginning on the date of the receipt of 
the notice provided under paragraph (2)(B)(i) 
or such shorter or longer period as the court 
may order because either party to the action 
failed to reasonably cooperate in expediting 
the action, except that— 

(I) if before the expiration of such period 
the court decides that such patent is invalid 
or not infringed, the approval shall be made 
effective on the date of the court decision, 

(II) if before the expiration of such period 
the court decides that such patent has been 
infringed, the approval shall be made effec-
tive on such date as the court orders under 
section 271(e)(4)(A) of title 35, or 

(III) if before the expiration of such period 
the court grants a preliminary injunction 
prohibiting the applicant from engaging in 
the commercial manufacture or sale of the 
drug until the court decides the issues of 
patent validity and infringement and if the 
court decides that such patent is invalid or 
not infringed, the approval shall be made ef-
fective on the date of such court decision. 

In such an action, each of the parties shall 
reasonably cooperate in expediting the action. 
Until the expiration of forty-five days from 
the date the notice made under paragraph 
(2)(B)(i) is received, no action may be brought 
under section 2201 of title 28, for a declaratory 
judgment with respect to the patent. Any ac-
tion brought under section 2201 shall be 
brought in the judicial district where the de-
fendant has its principal place of business or a 
regular and established place of business. 

(iv) If the application contains a certifi-
cation described in subclause (IV) of paragraph 
(2)(A)(vii) and is for a drug for which a pre-
vious application has been submitted under 
this subsection continuing such a certifi-
cation, the application shall be made effective 
not earlier than one hundred and eighty days 
after— 

(I) the date the Secretary receives notice 
from the applicant under the previous appli-
cation of the first commercial marketing of 
the drug under the previous application, or 

(II) the date of a decision of a court in an 
action described in clause (iii) holding the 
patent which is the subject of the certifi-
cation to be invalid or not infringed, 

whichever is earlier. 

(C) If the Secretary decides to disapprove an 
application, the Secretary shall give the appli-
cant notice of an opportunity for a hearing be-
fore the Secretary on the question of whether 
such application is approvable. If the applicant 
elects to accept the opportunity for hearing by 
written request within thirty days after such 
notice, such hearing shall commence not more 
than ninety days after the expiration of such 
thirty days unless the Secretary and the appli-
cant otherwise agree. Any such hearing shall 
thereafter be conducted on an expedited basis 
and the Secretary’s order thereon shall be issued 
within ninety days after the date fixed by the 
Secretary for filing final briefs. 

(D)(i) If an application (other than an abbre-
viated new drug application) submitted under 
subsection (b) of this section for a drug, no ac-
tive ingredient (including any ester or salt of 
the active ingredient) of which has been ap-
proved in any other application under sub-
section (b) of this section, was approved during 
the period beginning January 1, 1982, and ending 
on September 24, 1984, the Secretary may not 
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make the approval of an application submitted 
under this subsection which refers to the drug 
for which the subsection (b) application was sub-
mitted effective before the expiration of ten 
years from the date of the approval of the appli-
cation under subsection (b) of this section. 

(ii) If an application submitted under sub-
section (b) of this section for a drug, no active 
ingredient (including any ester or salt of the ac-
tive ingredient) of which has been approved in 
any other application under subsection (b) of 
this section, is approved after September 24, 
1984, no application may be submitted under this 
subsection which refers to the drug for which 
the subsection (b) application was submitted be-
fore the expiration of five years from the date of 
the approval of the application under subsection 
(b) of this section, except that such an applica-
tion may be submitted under this subsection 
after the expiration of four years from the date 
of the approval of the subsection (b) application 
if it contains a certification of patent invalidity 
or noninfringement described in subclause (IV) 
of paragraph (2)(A)(vii). The approval of such an 
application shall be made effective in accord-
ance with subparagraph (B) except that, if an ac-
tion for patent infringement is commenced dur-
ing the one-year period beginning forty-eight 
months after the date of the approval of the sub-
section (b) application, the thirty-month period 
referred to in subparagraph (B)(iii) shall be ex-
tended by such amount of time (if any) which is 
required for seven and one-half years to have 
elapsed from the date of approval of the sub-
section (b) application. 

(iii) If an application submitted under sub-
section (b) of this section for a drug, which in-
cludes an active ingredient (including any ester 
or salt of the active ingredient) that has been 
approved in another application approved under 
subsection (b) of this section, is approved after 
September 24, 1984, and if such application con-
tains reports of new clinical investigations 
(other than bioavailability studies) essential to 
the approval of the application and conducted or 
sponsored by the applicant, the Secretary may 
not make the approval of an application submit-
ted under this subsection for the conditions of 
approval of such drug in the subsection (b) appli-
cation effective before the expiration of three 
years from the date of the approval of the appli-
cation under subsection (b) of this section for 
such drug. 

(iv) If a supplement to an application approved 
under subsection (b) of this section is approved 
after September 24, 1984, and the supplement 
contains reports of new clinical investigations 
(other than bioavailability studies) essential to 
the approval of the supplement and conducted or 
sponsored by the person submitting the supple-
ment, the Secretary may not make the approval 
of an application submitted under this sub-
section for a change approved in the supplement 
effective before the expiration of three years 
from the date of the approval of the supplement 
under subsection (b) of this section. 

(v) If an application (or supplement to an ap-
plication) submitted under subsection (b) of this 
section for a drug, which includes an active in-
gredient (including any ester or salt of the ac-
tive ingredient) that has been approved in an-

other application under subsection (b) of this 
section, was approved during the period begin-
ning January 1, 1982, and ending on September 
24, 1984, the Secretary may not make the ap-
proval of an application submitted under this 
subsection which refers to the drug for which 
the subsection (b) application was submitted or 
which refers to a change approved in a supple-
ment to the subsection (b) application effective 
before the expiration of two years from Septem-
ber 24, 1984. 

(5) If a drug approved under this subsection re-
fers in its approved application to a drug the ap-
proval of which was withdrawn or suspended for 
grounds described in the first sentence of sub-
section (e) of this section or was withdrawn or 
suspended under this paragraph or which, as de-
termined by the Secretary, has been withdrawn 
from sale for safety or effectiveness reasons, the 
approval of the drug under this subsection shall 
be withdrawn or suspended— 

(A) for the same period as the withdrawal or 
suspension under subsection (e) of this section 
or this paragraph, or 

(B) if the listed drug has been withdrawn 
from sale, for the period of withdrawal from 
sale or, if earlier, the period ending on the 
date the Secretary determines that the with-
drawal from sale is not for safety or effective-
ness reasons. 

(6)(A)(i) Within sixty days of September 24, 
1984, the Secretary shall publish and make avail-
able to the public— 

(I) a list in alphabetical order of the official 
and proprietary name of each drug which has 
been approved for safety and effectiveness 
under subsection (c) of this section before Sep-
tember 24, 1984; 

(II) the date of approval if the drug is ap-
proved after 1981 and the number of the appli-
cation which was approved; and 

(III) whether in vitro or in vivo bioequiva-
lence studies, or both such studies, are re-
quired for applications filed under this sub-
section which will refer to the drug published. 

(ii) Every thirty days after the publication of 
the first list under clause (i) the Secretary shall 
revise the list to include each drug which has 
been approved for safety and effectiveness under 
subsection (c) of this section or approved under 
this subsection during the thirty-day period. 

(iii) When patent information submitted under 
subsection (b) or (c) of this section respecting a 
drug included on the list is to be published by 
the Secretary, the Secretary shall, in revisions 
made under clause (ii), include such information 
for such drug. 

(B) A drug approved for safety and effective-
ness under subsection (c) of this section or ap-
proved under this subsection shall, for purposes 
of this subsection, be considered to have been 
published under subparagraph (A) on the date of 
its approval or September 24, 1984, whichever is 
later. 

(C) If the approval of a drug was withdrawn or 
suspended for grounds described in the first sen-
tence of subsection (e) of this section or was 
withdrawn or suspended under paragraph (5) or 
if the Secretary determines that a drug has been 
withdrawn from sale for safety or effectiveness 
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reasons, it may not be published in the list 
under subparagraph (A) or, if the withdrawal or 
suspension occurred after its publication in such 
list, it shall be immediately removed from such 
list— 

(i) for the same period as the withdrawal or 
suspension under subsection (e) of this section 
or paragraph (5), or 

(ii) if the listed drug has been withdrawn 
from sale, for the period of withdrawal from 
sale or, if earlier, the period ending on the 
date the Secretary determines that the with-
drawal from sale is not for safety or effective-
ness reasons. 

A notice of the removal shall be published in the 
Federal Register. 

(7) For purposes of this subsection: 
(A) The term ‘‘bioavailability’’ means the 

rate and extent to which the active ingredient 
or therapeutic ingredient is absorbed from a 
drug and becomes available at the site of drug 
action. 

(B) A drug shall be considered to be bio-
equivalent to a listed drug if— 

(i) the rate and extent of absorption of the 
drug do not show a significant difference 
from the rate and extent of absorption of the 
listed drug when administered at the same 
molar dose of the therapeutic ingredient 
under similar experimental conditions in ei-
ther a single dose or multiple doses; or 

(ii) the extent of absorption of the drug 
does not show a significant difference from 
the extent of absorption of the listed drug 
when administered at the same molar dose 
of the therapeutic ingredient under similar 
experimental conditions in either a single 
dose or multiple doses and the difference 
from the listed drug in the rate of absorption 
of the drug is intentional, is reflected in its 
proposed labeling, is not essential to the at-
tainment of effective body drug concentra-
tions on chronic use, and is considered medi-
cally insignificant for the drug. 

(8) The Secretary shall, with respect to each 
application submitted under this subsection, 
maintain a record of— 

(A) the name of the applicant, 
(B) the name of the drug covered by the ap-

plication, 
(C) the name of each person to whom the re-

view of the chemistry of the application was 
assigned and the date of such assignment, and 

(D) the name of each person to whom the 
bioequivalence review for such application was 
assigned and the date of such assignment. 

The information the Secretary is required to 
maintain under this paragraph with respect to 
an application submitted under this subsection 
shall be made available to the public after the 
approval of such application. 

(k) Records and reports; required information; 
regulations and orders; access to records 

(1) In the case of any drug for which an ap-
proval of an application filed under subsection 
(b) or (j) of this section is in effect, the applicant 
shall establish and maintain such records, and 
make such reports to the Secretary, of data re-
lating to clinical experience and other data or 

information, received or otherwise obtained by 
such applicant with respect to such drug, as the 
Secretary may by general regulation, or by 
order with respect to such application, prescribe 
on the basis of a finding that such records and 
reports are necessary in order to enable the Sec-
retary to determine, or facilitate a determina-
tion, whether there is or may be ground for in-
voking subsection (e) of this section. Regula-
tions and orders issued under this subsection 
and under subsection (i) of this section shall 
have due regard for the professional ethics of 
the medical profession and the interests of pa-
tients and shall provide, where the Secretary 
deems it to be appropriate, for the examination, 
upon request, by the persons to whom such regu-
lations or orders are applicable, of similar infor-
mation received or otherwise obtained by the 
Secretary. 

(2) Every person required under this section to 
maintain records, and every person in charge or 
custody thereof, shall, upon request of an officer 
or employee designated by the Secretary, permit 
such officer or employee at all reasonable times 
to have access to and copy and verify such 
records. 

(l) Public disclosure of safety and effectiveness 
data 

Safety and effectiveness data and information 
which has been submitted in an application 
under subsection (b) of this section for a drug 
and which has not previously been disclosed to 
the public shall be made available to the public, 
upon request, unless extraordinary circum-
stances are shown— 

(1) if no work is being or will be undertaken 
to have the application approved, 

(2) if the Secretary has determined that the 
application is not approvable and all legal ap-
peals have been exhausted, 

(3) if approval of the application under sub-
section (c) of this section is withdrawn and all 
legal appeals have been exhausted, 

(4) if the Secretary has determined that such 
drug is not a new drug, or 

(5) upon the effective date of the approval of 
the first application under subsection (j) of 
this section which refers to such drug or upon 
the date upon which the approval of an appli-
cation under subsection (j) of this section 
which refers to such drug could be made effec-
tive if such an application had been submitted. 

(m) ‘‘Patent’’ defined 

For purposes of this section, the term ‘‘pat-
ent’’ means a patent issued by the Patent and 
Trademark Office of the Department of Com-
merce. 

(June 25, 1938, ch. 675, § 505, 52 Stat. 1052; June 11, 
1960, Pub. L. 86–507, § 1(18), 74 Stat. 201; Oct. 10, 
1962, Pub. L. 87–781, title I, §§ 102(b)–(d), 103(a), 
(b), 104(a)–(d)(2), 76 Stat. 781–783, 784, 785; Aug. 16, 
1972, Pub. L. 92–387, § 4(d), 86 Stat. 562; Sept. 24, 
1984, Pub. L. 98–417, title I, §§ 101, 102(a)–(b)(5), 
103, 104, 98 Stat. 1585, 1592, 1593, 1597; May 13, 
1992, Pub. L. 102–282, § 5, 106 Stat. 161; Aug. 13, 
1993, Pub. L. 103–80, § 3(n), 107 Stat. 777.) 

AMENDMENTS 

1993—Subsec. (j)(6)(A)(ii). Pub. L. 103–80, § 3(n)(1)(A), 

substituted ‘‘Secretary’’ for ‘‘Secretry’’. 



Page 127 TITLE 21—FOOD AND DRUGS § 355 

Subsec. (j)(6)(A)(iii). Pub. L. 103–80, § 3(n)(1)(B), in-

serted comma after ‘‘published by the Secretary’’. 
Subsec. (k)(1). Pub. L. 103–80, § 3(n)(2), substituted 

‘‘section. Regulations’’ for ‘‘section: Provided, however, 

That regulations’’. 
1992—Subsec. (j)(8). Pub. L. 102–282 added par. (8). 
1984—Subsec. (a). Pub. L. 98–417, § 102(b)(1), inserted 

‘‘or (j)’’ after ‘‘subsection (b)’’. 
Subsec. (b). Pub. L. 98–417, §§ 102(a)(1), 103(a), des-

ignated existing provisions of subsec. (b) as par. (1) 

thereof and redesignated existing cls. (1) through (6) of 

such par. (1) as cls. (A) through (F) thereof, respec-

tively, inserted requirement that the applicant file 

with the application the patent number and the expira-

tion date of any patent which claims the drug for which 

the applicant submitted the application or which 

claims a method of using such drug and with respect to 

which a claim of patent infringement could reasonably 

by asserted if a person not licensed by the owner en-

gaged in the manufacture, use, or sale of the drug, that 

the applicant amend the application to include such in-

formation if an application is filed under this sub-

section for a drug and a patent which claims such drug 

or a method of using such drug is issued after the filing 

date but before approval of the application, and that 

upon approval of the application, the Secretary publish 

the information submitted, and added pars. (2) and (3). 
Subsec. (c). Pub. L. 98–417, §§ 102(a)(2), (b)(2), 103(b), 

designated existing provisions of subsec. (c) as par. (1) 

thereof and in par. (1) as so designated substituted 

‘‘subsection (b) of this section’’ for ‘‘this subsection’’ 

and redesignated former pars. (1) and (2) as subpars. (A) 

and (B), respectively, and added pars. (2) and (3). 
Subsec. (d)(6), (7). Pub. L. 98–417, § 102(a)(3)(A), added 

cl. (6) relating to the failure of the application to con-

tain the patent information prescribed by subsec. (b) of 

this section, and redesignated former cl. (6) as (7). 
Subsec. (e). Pub. L. 98–417, § 102(a)(3)(B), in first sen-

tence, added a new cl. (4) relating to the failure to file 

the patent information prescribed by subsec. (c) of this 

section within 30 days after the receipt of written no-

tice from the Secretary specifying the failure to file 

such information, and redesignated former cl. (4) as (5). 
Pub. L. 98–417, § 102(b)(3), (4), in second sentence, in-

serted in provisions preceding cl. (1) ‘‘submitted under 

subsection (b) or (j) of this section’’ and in cl. (1) sub-

stituted ‘‘under subsection (k) of this section or to 

comply with the notice requirements of section 

360(k)(2) of this title’’ for ‘‘under subsection (j) of this 

section or to comply with the notice requirements of 

section 360(j)(2) of this title’’. 
Subsecs. (j), (k). Pub. L. 98–417, § 101, added subsec. (j) 

and redesignated former subsec. (j) as (k). 
Subsec. (k)(1). Pub. L. 98–417, § 102(b)(5), substituted 

‘‘under subsection (b) or (j) of this section’’ for ‘‘pursu-

ant to this section’’. 
Subsecs. (l), (m). Pub. L. 98–417, § 104, added subsecs. 

(l) and (m). 
1972—Subsec. (e). Pub. L. 92–387 inserted ‘‘or to com-

ply with the notice requirements of section 360(j)(2) of 

this title’’ in cl. (1) of second sentence relating to the 

maintenance of records. 
1962—Subsec. (a). Pub. L. 87–781, § 104(a), inserted ‘‘an 

approval of’’ before ‘‘an application’’. 
Subsec. (b). Pub. L. 87–781, § 102(b), inserted ‘‘and 

whether such drug is effective in use’’ after ‘‘is safe for 

use’’. 
Subsec. (c). Pub. L. 87–781, § 104(b), substituted provi-

sions requiring the Secretary, within 180 days after fil-

ing an application, or such additional period as the 

Secretary and the applicant agree upon, to either ap-

prove the application, if meeting the requirements of 

subsec. (d) of this section, or give notice of opportunity 

for hearing on question of whether such application is 

approvable, and providing that if applicant requests 

hearing in writing within 30 days, the hearing shall 

begin within 90 days after expiration of said 30 days, 

unless the Secretary and applicant agree otherwise, 

that such hearing shall be expedited, and that the Sec-

retary’s order shall be issued within 90 days after date 

for filing final briefs, for provisions which had an appli-

cation become effective on the sixtieth day after filing 

thereof unless prior thereto the Secretary postponed 

the date by written notice to such time, but not more 

than 180 days after filing, as the Secretary deemed nec-

essary to study and investigate the application. 
Subsec. (d). Pub. L. 87–781, § 102(c), inserted references 

to subsec. (c), added cls. (5) and (6), provided that if 

after notice and opportunity for hearing, the Secretary 

finds that cls. (1) to (6) do not apply, he shall approve 

the application, and defined ‘‘substantial evidence’’ as 

used in this subsection and subsec. (e) of this section. 
Subsec. (e). Pub. L. 87–781, § 102(d), amended subsec. 

(e) generally, and among other changes, directed the 

Secretary to withdraw approval of an application if by 

tests, other scientific data or experience, or new evi-

dence of clinical experience not contained in the appli-

cation or available at the time of its approval, the drug 

is shown to be unsafe, or on the basis of new informa-

tion, there is shown a lack of substantial evidence that 

the drug has the effect it is represented to have, and 

provided that if the Secretary, or acting Secretary, 

finds there is an imminent hazard to the public health, 

he may suspend approval immediately, notify the ap-

plicant, and give him opportunity for an expedited 

hearing, that the Secretary may withdraw approval if 

the applicant fails to establish a system for maintain-

ing required records, or has repeatedly or deliberately 

failed to maintain records and make reports, or has re-

fused access to, or copying or verification of such 

records, or if the Secretary finds on new evidence that 

the methods, facilities and controls in the manufactur-

ing, processing, and packing are inadequate to assure 

and preserve the drugs’ identity, strength, quality and 

purity, and were not made adequate within a reason-

able time after receipt of written notice thereof, or 

finds on new evidence, that the labeling is false or mis-

leading and was not corrected within a reasonable time 

after receipt of written notice thereof. 
Subsec. (f). Pub. L. 87–781, § 104(c), substituted provi-

sions requiring the Secretary to revoke any previous 

order under subsecs. (d) or (e) of this section refusing, 

withdrawing, or suspending approval of an application 

and to approve such application or reinstate such ap-

proval, for provisions which required him to revoke an 

order refusing effectiveness to an application. 
Subsec. (h). Pub. L. 87–781, § 104(d)(1), (2), inserted ‘‘as 

provided in section 2112 of title 28’’, and ‘‘except that 

until the filing of the record the Secretary may modify 

or set aside his order’’, substituted ‘‘or withdrawing ap-

proval of an application under this section’’ for ‘‘to per-

mit the application to become effective, or suspending 

the effectiveness of the application’’, ‘‘United States 

court of appeals for the circuit’’ for ‘‘district court of 

the United States within any district’’, ‘‘Court of Ap-

peals for the District of Columbia Circuit’’ for ‘‘District 

Court for the District of Columbia’’, ‘‘transmitted by 

the clerk of the court to’’ for ‘‘served upon’’, and ‘‘by 

the Supreme Court of the United States upon certiorari 

or certification as provided in section 1254 of title 28’’ 

for ‘‘as provided in sections 225, 346, and 347 of title 28, 

as amended, and in section 7, as amended, of the Act 

entitled ‘An Act to establish a Court of Appeals for the 

District of Columbia’, approved February 9, 1893’’, and 

eliminated ‘‘upon’’ before ‘‘any officer designated’’, ‘‘a 

transcript of’’ before ‘‘the record’’ and ‘‘and decree’’ be-

fore ‘‘of the court affirming’’. 
Subsec. (i). Pub. L. 87–781, § 103(b), inserted ‘‘the fore-

going subsections of’’ after ‘‘operation of’’, and ‘‘and ef-

fectiveness’’ after ‘‘safety’’, and provided that the regu-

lations may condition exemptions upon the submission 

of reports of preclinical tests to justify the proposed 

clinical testing, upon the obtaining by the manufac-

turer or sponsor of the investigation of a new drug of 

a signed agreement from each of the investigators that 

patients to whom the drug is administered will be 

under his supervision or under investigators respon-

sible to him, and that he will not supply such drug to 

any other investigator, or to clinics, for administration 

to human beings, or upon the establishment and main-
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tenance of records and reports of data obtained by the 
investigational use of such drug, as the Secretary finds 
will enable him to evaluate the safety and effectiveness 
of such drug, and provided that the regulations shall 
condition an exemption upon the manufacturer or 
sponsor of the investigation requiring that experts 
using such drugs certify that they will inform humans 
to whom such drugs or any controls connected there-
with are administered, or their representatives, and 
will obtain the consent of such people where feasible 
and not contrary to the best interests of such people, 
and that reports on the investigational use of drugs are 
not required to be submitted directly to the Secretary. 

Subsec. (j). Pub. L. 87–781, § 103(a), added subsec. (j). 
1960—Subsec. (g). Pub. L. 86–507 inserted ‘‘or by cer-

tified mail’’ after ‘‘registered mail’’. 

EFFECTIVE DATE OF 1984 AMENDMENT 

Section 105 of Pub. L. 98–417 provided that: 
‘‘(a) The Secretary of Health and Human Services 

shall promulgate, in accordance with the notice and 
comment requirements of section 553 of title 5, United 
States Code, such regulations as may be necessary for 

the administration of section 505 of the Federal Food, 

Drug, and Cosmetic Act [this section], as amended by 

sections 101, 102, and 103 of this Act, within one year of 

the date of enactment of this Act [Sept. 24, 1984]. 
‘‘(b) During the period beginning sixty days after the 

date of the enactment of this Act [Sept. 24, 1984], and 

ending on the date regulations promulgated under sub-

section (a) take effect, abbreviated new drug applica-

tions may be submitted in accordance with the provi-

sions of section 314.2 of title 21 of the Code of Federal 

Regulations and shall be considered as suitable for any 

drug which has been approved for safety and effective-

ness under section 505(c) of the Federal Food, Drug, and 

Cosmetic Act [subsec. (c) of this section] before the 

date of the enactment of this Act. If any such provision 

is inconsistent with the requirements of section 505(j) 

of the Federal Food, Drug, and Cosmetic Act, the Sec-

retary shall consider the application under the applica-

ble requirements of such section. The Secretary of 

Health and Human Services may not approve such an 

abbreviated new drug application which is filed for a 

drug which is described in sections 505(c)(3)(D) and 

505(j)(4)(D) of the Federal Food, Drug, and Cosmetic 

Act, except in accordance with such section.’’ 

EFFECTIVE DATE OF 1972 AMENDMENT 

Amendment by Pub. L. 92–387 effective on first day of 

sixth month beginning after Aug. 16, 1972, see section 5 

of Pub. L. 92–387, set out as a note under section 360 of 

this title. 

EFFECTIVE DATE OF 1962 AMENDMENT 

Amendment by Pub. L. 87–781 effective on first day of 

seventh calendar month following October 1962, see sec-

tion 107 of Pub. L. 87–781, set out as a note under sec-

tion 321 of this title. 

CONSTRUCTION OF AMENDMENTS BY PUB. L. 102–282 

Amendment by Pub. L. 102–282 not to preclude any 

other civil, criminal, or administrative remedy pro-

vided under Federal or State law, including any private 

right of action against any person for the same action 

subject to any action or civil penalty under an amend-

ment made by Pub. L. 102–282, see section 7 of Pub. L. 

102–282, set out as a note under section 335a of this title. 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

APPEALS TAKEN PRIOR TO OCTOBER 10, 1962 

Section 104(d)(3) of Pub. L. 87–781 made amendments 

to subsec. (h) of this section inapplicable to any appeal 

taken prior to Oct. 10, 1962. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 321, 331, 333, 334, 
335a, 353, 357, 360, 360b, 360j, 360aa to 360ee, 374, 379g, 
379h, 381, 382, 802, 811, 827 of this title; title 16 section 
4804; title 26 section 28; title 28 section 2201; title 35 sec-
tions 155A, 156, 271; title 42 sections 236, 300cc–12, 
300cc–13, 300cc–17, 1395y, 1396r–8. 

§ 356. Certification of drugs containing insulin 

(a) Standards for certification 

The Secretary, pursuant to regulations pro-
mulgated by him, shall provide for the certifi-
cation of batches of drugs composed wholly or 
partly of insulin. A batch of any such drug shall 
be certified if such drug has such characteristics 
of identity and such batch has such characteris-
tics of strength, quality, and purity, as the Sec-
retary prescribes in such regulations as nec-
essary to adequately insure safety and efficacy 
of use, but shall not otherwise be certified. Prior 
to the effective date of such regulations the Sec-
retary, in lieu of certification, shall issue a re-
lease for any batch which, in his judgment, may 
be released without risk as to the safety and ef-
ficacy of its use. Such release shall prescribe the 
date of its expiration and other conditions under 
which it shall cease to be effective as to such 
batch and as to portions thereof. 

(b) Regulations 

Regulations providing for such certification 
shall contain such provisions as are necessary to 
carry out the purposes of this section, including 
provisions prescribing (1) standards of identity 
and of strength, quality, and purity; (2) tests 
and methods of assay to determine compliance 
with such standards; (3) effective periods for cer-
tificates, and other conditions under which they 
shall cease to be effective as to certified batches 
and as to portions thereof; (4) administration 
and procedure; and (5) such fees, specified in 
such regulations, as are necessary to provide, 
equip, and maintain an adequate certification 
service. Such regulations shall prescribe no 
standard of identity or of strength, quality, or 
purity for any drug different from the standard 
of identity, strength, quality, or purity set forth 
for such drug in an official compendium. 

(c) Tests or methods of assay; revision 

Such regulations, insofar as they prescribe 
tests or methods of assay to determine strength, 
quality, or purity of any drug, different from the 
tests or methods of assay set forth for such drug 
in an official compendium, shall be prescribed, 
after notice and opportunity for revision of such 
compendium, in the manner provided in the sec-
ond sentence of section 351(b) of this title. The 
provisions of subsections (e), (f), and (g) of sec-
tion 371 of this title shall be applicable to such 
portion of any regulation as prescribes any such 
different test or method, but shall not be appli-
cable to any other portion of any such regula-
tion. 

(June 25, 1938, ch. 675, § 506, as added Dec. 22, 1941, 
ch. 613, § 3, 55 Stat. 851; amended June 16, 1992, 
Pub. L. 102–300, § 6(b)(2), 106 Stat. 240; Aug. 13, 
1993, Pub. L. 103–80, § 3(o), 107 Stat. 777.) 

AMENDMENTS 

1993—Subsec. (a). Pub. L. 103–80 substituted ‘‘Sec-

retary’’ for ‘‘Federal Security Administrator’’ in first 

sentence and for ‘‘Administrator’’ in two other places. 
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1 See Transfer of Functions note below. 

1992—Subsec. (a). Pub. L. 102–300, which directed the 

amendment of subsec. (a) by striking out ‘‘of Health, 

Education, and Welfare’’, could not be executed because 

such words did not appear in the original statutory 

text. See 1993 Amendment note above and Transfer of 

Functions note below. 

REGULATIONS 

Section 4 of act Dec. 22, 1941, directed that regula-

tions initially prescribed under this section were to be 

promulgated and made effective within forty-five days 

after Dec. 22, 1941. 

TRANSFER OF FUNCTIONS 

Secretary and Department of Health, Education, and 

Welfare redesignated Secretary and Department of 

Health and Human Services by Pub. L. 96–88, title V, 

§ 509(b), Oct. 17, 1979, 93 Stat. 695, which is classified to 

section 3508(b) of Title 20, Education. 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 352, 360 of 

this title; title 15 section 1459; title 38 section 8126; title 

42 section 1396r–8. 

§ 357. Certification of drugs containing penicillin, 
streptomycin, chlortetracycline, chlor-
amphenicol, bacitracin, or any other anti-
biotic drug 

(a) Regulations prescribed by Secretary; release 
prior to certification; ‘‘antibiotic drug’’ de-
fined 

The Secretary, pursuant to regulations pro-
mulgated by him, shall provide for the certifi-
cation of batches of drugs (except drugs for use 
in animals other than man) composed wholly or 
partly of any kind of penicillin, streptomycin, 
chlortetracycline, chloramphenicol, bacitracin, 
or any other antibiotic drug, or any derivative 
thereof. A batch of any such drug shall be cer-
tified if such drug has such characteristics of 
identity and such batch has such characteristics 
of strength, quality, and purity, as the Sec-
retary prescribes in such regulations as nec-
essary to adequately insure safety and efficacy 
of use, but shall not otherwise be certified. Prior 
to the effective date of such regulations the Sec-
retary, in lieu of certification, shall issue a re-
lease for any batch which, in his judgment, may 
be released without risk as to the safety and ef-
ficacy of its use. Such release shall prescribe the 
date of its expiration and other conditions under 
which it shall cease to be effective as to such 
batch and as to portions thereof. For purposes of 
this section and of section 352(l) of this title, the 
term ‘‘antibiotic drug’’ means any drug intended 
for use by man containing any quantity of any 
chemical substance which is produced by a 
microorganism and which has the capacity to 
inhibit or destroy microorganisms in dilute so-
lution (including the chemically synthesized 
equivalent of any such substance). 

(b) Provisions of regulations 

Regulations providing for such certifications 
shall contain such provisions as are necessary to 
carry out the purposes of this section, including 

provisions prescribing (1) standards of identity 
and of strength, quality, and purity; (2) tests 
and methods of assay to determine compliance 
with such standards; (3) effective periods for cer-
tificates, and other conditions under which they 
shall cease to be effective as to certified batches 
and as to portions thereof; (4) administration 
and procedure; and (5) such fees, specified in 
such regulations, as are necessary to provide, 
equip, and maintain an adequate certification 
service. Such regulations shall prescribe only 
such tests and methods of assay as will provide 
for certification or rejection within the shortest 
time consistent with the purposes of this sec-
tion. 

(c) Exemption of drugs not involving safety and 
efficacy of use; considerations; certification 
after exemption; labeling and advertising 
claims 

Whenever in the judgment of the Adminis-
trator,1 the requirements of this section and of 
section 352(l) of this title with respect to any 
drug or class of drugs are not necessary to in-
sure safety and efficacy of use, the Adminis-
trator 1 shall promulgate regulations exempting 
such drug or class of drugs from such require-
ments. In deciding whether an antibiotic drug, 
or class of antibiotic drugs, is to be exempted 
from the requirement of certification the Sec-
retary shall give consideration, among other rel-
evant factors, to— 

(1) whether such drug or class of drugs is 
manufactured by a person who has, or here-
after shall have, produced fifty consecutive 
batches of such drug or class of drugs in com-
pliance with the regulations for the certifi-
cation thereof within a period of not more 
than eighteen calendar months, upon the ap-
plication by such person to the Secretary; or 

(2) whether such drug or class of drugs is 
manufactured by any person who has other-
wise demonstrated such consistency in the 
production of such drug or class of drugs, in 
compliance with the regulations for the cer-
tification thereof, as in the judgment of the 
Secretary is adequate to insure the safety and 
efficacy of use thereof. 

When an antibiotic drug or a drug manufacturer 
has been exempted from the requirement of cer-
tification, the manufacturer may still obtain 
certification of a batch or batches of that drug 
if he applies for and meets the requirements for 
certification. Nothing in this chapter shall be 
deemed to prevent a manufacturer or distributor 
of an antibiotic drug from making a truthful 
statement in labeling or advertising of the prod-
uct as to whether it has been certified or ex-
empted from the requirement of certification. 

(d) Exemption of drugs stored, processed, and la-
beled at plants other than manufacturer’s, 
used in manufacture of other drugs or for in-
vestigational purposes; discretionary and 
mandatory conditions; direct reports to Sec-
retary 

The Administrator 1 shall promulgate regula-
tions exempting from any requirement of this 
section and of section 352(l) of this title, (1) 
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2 See Transfer of Functions note below. 

drugs which are to be stored, processed, labeled, 

or repacked at establishments other than those 

where manufactured, on condition that such 

drugs comply with all such requirements upon 

removal from such establishments; (2) drugs 

which conform to applicable standards of iden-

tity, strength, quality, and purity prescribed by 

these regulations and are intended for use in 

manufacturing other drugs; and (3) drugs which 

are intended solely for investigational use by ex-

perts qualified by scientific training and experi-

ence to investigate the safety and efficacy of 

drugs. Such regulations may, within the discre-

tion of the Secretary, among other conditions 

relating to the protection of the public health, 

provide for conditioning the exemption under 

clause (3) of this subsection upon— 

(1) the submission to the Secretary, before 

any clinical testing of a new drug is under-

taken, of reports, by the manufacturer or the 

sponsor of the investigation of such drug, of 

preclinical tests (including tests on animals) 

of such drug adequate to justify the proposed 

clinical testing; 

(2) the manufacturer or the sponsor of the 

investigation of a new drug proposed to be dis-

tributed to investigators for clinical testing 

obtaining a signed agreement from each of 

such investigators that patients to whom the 

drug is administered will be under his personal 

supervision, or under the supervision of inves-

tigators responsible to him, and that he will 

not supply such drug to any other investiga-

tor, or to clinics, for administration to human 

beings; and 

(3) the establishment and maintenance of 

such records, and the making of such reports 

to the Secretary, by the manufacturer or the 

sponsor of the investigation of such drug, of 

data (including but not limited to analytical 

reports by investigators) obtained as the re-

sult of such investigational use of such drug, 

as the Secretary finds will enable him to 

evaluate the safety and effectiveness of such 

drug in the event of the filing of an applica-

tion for certification or release pursuant to 

subsection (a) of this section. 

Such regulations shall provide that such exemp-

tion shall be conditioned upon the manufac-

turer, or the sponsor of the investigation, re-

quiring that experts using such drugs for inves-

tigational purposes certify to such manufac-

turer or sponsor that they will inform any 

human beings to whom such drugs, or any con-

trols used in connection therewith, are being ad-

ministered, or their representatives, that such 

drugs are being used for investigational pur-

poses and will obtain the consent of such human 

beings or their representatives, except where 

they deem it not feasible or, in their profes-

sional judgment, contrary to the best interests 

of such human beings. Nothing in this sub-

section shall be construed to require any clini-

cal investigator to submit directly to the Sec-

retary reports on the investigational use of 

drugs. 

(e) Exempted new drugs subject to section 355 of 
this title; request for certification of exempt-
ed drug; determination of compliance with 
sections 351(b) and 352(g) of this title 

No drug which is subject to this section shall 
be deemed to be subject to any provision of sec-
tion 355 of this title except a new drug exempted 
from the requirements of this section and of sec-
tion 352(l) of this title pursuant to regulations 
promulgated by the Secretary. For purposes of 
section 355 of this title, the initial request for 
certification, as thereafter duly amended, pursu-
ant to this section, of a new drug so exempted 
shall be considered a part of the application 
filed pursuant to section 355(b) of this title with 
respect to the person filing such request and to 
such drug as of the date of the exemption. Com-
pliance of any drug subject to section 352(l) of 
this title or this section with sections 351(b) and 
352(g) of this title shall be determined by the ap-
plication of the standards of strength, quality, 
and purity, the tests and methods of assay, and 
the requirements of packaging and labeling, re-
spectively, prescribed by regulations promul-
gated under this section. 

(f) Filing of petitions; contents; notice; answer; 
public hearing; orders 

Any interested person may file with the Ad-
ministrator 2 a petition proposing the issuance, 
amendment, or repeal of any regulation con-
templated by this section. The petition shall set 
forth the proposal in general terms and shall 
state reasonable grounds therefor. The Adminis-
trator 2 shall give public notice of the proposal 
and an opportunity for all interested persons to 
present their views thereon, orally or in writing, 
and as soon as practicable thereafter shall make 
public his action upon such proposal. At any 
time prior to the thirtieth day after such action 
is made public any interested person may file 
objections to such action, specifying with par-
ticularity the changes desired, stating reason-
able grounds therefor, and requesting a public 
hearing upon such objections. The Adminis-
trator 2 shall thereupon, after due notice, hold 
such public hearing. As soon as practicable after 
completion of the hearing, the Administrator 2 
shall by order make public his action on such 
objections. The Administrator 2 shall base his 
order only on substantial evidence of record at 
the hearing and shall set forth as part of the 
order detailed findings of fact on which the 
order is based. The order shall be subject to the 
provisions of section 371(f) and (g) of this title. 

(g) Records and reports; professional ethics and 
interests of patients; examination of data; ac-
cess to records 

(1) Every person engaged in manufacturing, 
compounding, or processing any drug within the 
purview of this section with respect to which a 
certificate or release has been issued pursuant 
to this section shall establish and maintain such 
records, and make such reports to the Secretary, 
of data relating to clinical experience and other 
data or information, received or otherwise ob-
tained by such person with respect to such drug, 
as the Secretary may by general regulation, or 
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by order with respect to such certification or re-
lease, prescribe on the basis of a finding that 
such records and reports are necessary in order 
to enable the Secretary to make, or to facili-
tate, a determination as to whether such certifi-
cation or release should be rescinded or whether 
any regulation issued under this section should 
be amended or repealed. Regulations and orders 
issued under this subsection and under clause (3) 
of subsection (d) of this section shall have due 
regard for the professional ethics of the medical 
profession and the interests of patients and shall 
provide, where the Secretary deems it to be ap-
propriate, for the examination, upon request, by 
the persons to whom such regulations or orders 
are applicable, of similar information received 
or otherwise obtained by the Secretary. 

(2) Every person required under this section to 
maintain records, and every person having 
charge or custody thereof, shall, upon request of 
an officer or employee designated by the Sec-
retary, permit such officer or employee at all 
reasonable times to have access to and copy and 
verify such records. 

(h) Issuance of regulations; conditions; amend-
ment or repeal of regulations; effective date; 
procedure; lack of substantial evidence 

In the case of a drug for which, on the day im-
mediately preceding May 1, 1963, a prior ap-
proval of an application under section 355 of this 
title had not been withdrawn under section 
355(e) of this title, the initial issuance of regula-
tions providing for certification or exemption of 
such drug under this section shall, with respect 
to the conditions of use prescribed, rec-
ommended, or suggested in the labeling covered 
by such application, not be conditioned upon an 
affirmative finding of the efficacy of such drug. 
Any subsequent amendment or repeal of such 
regulations so as no longer to provide for such 
certification or exemption on the ground of a 
lack of efficacy of such drug for use under such 
conditions of use may be effected only on or 
after May 1, 1963, which would be applicable to 
such drug under such conditions of use if such 
drug were subject to section 355(e) of this title, 
and then only if (1) such amendment or repeal is 
made in accordance with the procedure specified 
in subsection (f) of this section (except that such 
amendment or repeal may be initiated either by 
a proposal of the Secretary or by a petition of 
any interested person) and (2) the Secretary 
finds, on the basis of new information with re-
spect to such drug evaluated together with the 
information before him when the application 
under section 355 of this title became effective 
or was approved, that there is a lack of substan-
tial evidence (as defined in section 355(d) of this 
title) that the drug has the effect it purports or 
is represented to have under such conditions of 
use. 

(June 25, 1938, ch. 675, § 507, as added July 6, 1945, 
ch. 281, § 3, 59 Stat. 463; amended Mar. 10, 1947, 
ch. 16, § 3, 61 Stat. 12; July 13, 1949, ch. 305, § 2, 63 
Stat. 409; Aug. 5, 1953, ch. 334, § 2, 67 Stat. 389; 
Oct. 10, 1962, Pub. L. 87–781, title I, §§ 105(a), (b), 
(d)–(f), 106(a), (b), 76 Stat. 785, 786, 787; July 13, 
1968, Pub. L. 90–399, § 105(b), 82 Stat. 352; June 16, 
1992, Pub. L. 102–300, § 6(b)(2), 106 Stat. 240; Aug. 
13, 1993, Pub. L. 103–80, § 3(p), 107 Stat. 777.) 

AMENDMENTS 

1993—Subsec. (a). Pub. L. 103–80, § 3(p)(1), substituted 

‘‘Secretary’’ for ‘‘Federal Security Administrator’’ in 

first sentence and for ‘‘Administrator’’ in two other 

places. 

Subsec. (e). Pub. L. 103–80, § 3(p)(2), made technical 

amendment to references to this section to reflect 

change in references to corresponding provisions of 

original act and substituted ‘‘Secretary. For purposes’’ 

for ‘‘Secretary: Provided, That, for purposes’’. 

Subsec. (g)(1). Pub. L. 103–80, § 3(p)(3), substituted ‘‘re-

pealed. Regulations’’ for ‘‘repealed: Provided, however, 

That regulations’’. 

Subsec. (h). Pub. L. 103–80, § 3(p)(4), made technical 

amendment to reference to this section appearing after 

‘‘of such drug under’’ to reflect change in reference to 

corresponding provision of original act. 

1992—Subsec. (a). Pub. L. 102–300, which directed the 

amendment of subsec. (a) by striking out ‘‘of Health, 

Education, and Welfare’’, could not be executed because 

such words did not appear in the original statutory 

text. See 1993 Amendment note above and Transfer of 

Functions note below. 

1968—Subsec. (a). Pub. L. 90–399 inserted ‘‘(except 

drugs for use in animals other than man)’’ after 

‘‘drugs’’ in first sentence. 

1962—Subsec. (a). Pub. L. 87–781, § 105(a), (b), inserted 

definition of ‘‘antibiotic drug’’ and substituted ‘‘baci-

tracin, or any other antibiotic drug’’ for ‘‘or baci-

tracin’’. 

Subsec. (c). Pub. L. 87–781, § 105(d), required the Sec-

retary to consider, among other relevant factors, 

whether such drug or class of drugs is manufactured by 

anyone who has, or shall have, produced 50 consecutive 

batches in compliance with the regulations for certifi-

cation, within a period of not more than 18 months, or 

whether it is manufactured by anyone who has other-

wise demonstrated such consistency in production as 

the Secretary determines is adequate to insure the 

safety and efficacy thereof, and provided that an ex-

empted manufacturer may still obtain certification of 

a batch or batches of a drug if he applies for and meets 

the requirements, and that nothing in this chapter 

shall be deemed to prevent a truthful statement in la-

beling or advertising of whether or not the product has 

been certified or exempted from the requirement of cer-

tification. 

Subsec. (d). Pub. L. 87–781, § 106(b), provided that the 

regulations may condition the exemption under cl. (3) 

of this subsection upon the submission of reports of 

preclinical tests to justify the proposed clinical test-

ing, upon the obtaining by the manufacturer or sponsor 

of the investigation of a new drug of a signed agree-

ment from each of the investigators that patients to 

whom the drug is administered will be under his super-

vision, or under investigators responsible to him, and 

that he will not supply such drug to any other inves-

tigator, or to clinics, for administration to human 

beings, or upon the establishment and maintenance of 

records and reports of data obtained by the investiga-

tional use of such drug, as the Secretary finds will en-

able him to evaluate the safety and effectiveness of 

such drug, and that the regulations shall condition an 

exemption upon the manufacturer or sponsor of the in-

vestigation requiring that experts using such drugs cer-

tify that they will inform humans to whom such drugs 

or any controls connected therewith are administered, 

or their representatives, and will obtain the consent of 

such people where feasible and not against the best in-

terests of such people, and that reports on the inves-

tigational use of drugs are not required to be submitted 

directly to the Secretary. 

Subsec. (e). Pub. L. 87–781, § 105(e), subjected new 

drugs, exempted from the requirements of this section 

and of section 352(l) of this title to section 355 of this 

title, and provided that for purposes of said section 355, 

the initial request for certification, as thereafter 

amended, pursuant to this section, shall be considered 

a part of the application filed pursuant to section 355(b) 
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of this title with respect to the person filing, and to the 

drug in question as of the date of the exemption. 

Subsec. (g). Pub. L. 87–781, § 106(a), added subsec. (g). 

Subsec. (h). Pub. L. 87–781, § 105(f), added subsec. (h). 

1953—Act Aug. 5, 1953, § 2(a), substituted ‘‘chlortetra-

cycline’’ for ‘‘aureomycin’’ in section catchline. 

Subsec. (a). Act Aug. 5, 1953, § 2(b), substituted ‘‘chlor-

tetracycline’’ for ‘‘aureomycin’’. 

1949—Act July 13, 1949, § 2(a), inserted ‘‘aureomycin, 

chloramphenicol, or bacitracin’’ in section catchline. 

Subsec. (a). Act July 13, 1949, § 2(b), inserted 

‘‘, aureomycin, chloramphenicol, or bacitracin’’ after 

‘‘streptomycin’’. 

1947—Act Mar. 10, 1947, inserted ‘‘or streptomycin’’ 

after ‘‘penicillin’’ in section catchline. 

Subsec. (a). Act Mar. 10, 1947, inserted ‘‘or strepto-

mycin’’ after ‘‘penicillin’’ in first sentence. 

EFFECTIVE DATE OF 1968 AMENDMENT 

Amendment by Pub. L. 90–399 effective on first day of 

thirteenth calendar month after July 13, 1968, see sec-

tion 108(a) of Pub. L. 90–399, set out as an Effective Date 

and Transitional Provisions note under section 360b of 

this title. 

EFFECTIVE DATE OF 1962 AMENDMENT 

Amendment by Pub. L. 87–781 effective on first day of 

seventh calendar month following October 1962, see sec-

tion 107 of Pub. L. 87–781, set out as a note under sec-

tion 321 of this title. 

TRANSFER OF FUNCTIONS 

Secretary and Department of Health, Education, and 

Welfare redesignated Secretary and Department of 

Health and Human Services by Pub. L. 96–88, title V, 

§ 509(b), Oct. 17, 1979, 93 Stat. 695, which is classified to 

section 3508(b) of Title 20, Education. 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 321, 331, 335a, 

352, 353, 360, 360j, 360aa, 360bb, 360cc, 360ee, 374, 379g of 

this title; title 26 section 28; title 35 section 156; title 42 

section 1396r–8. 

§ 358. Authority to designate official names 

(a) Necessity or desirability; use in official com-
pendiums; infringement of trademarks 

The Secretary may designate an official name 
for any drug or device if he determines that such 
action is necessary or desirable in the interest 
of usefulness and simplicity. Any official name 
designated under this section for any drug or de-
vice shall be the only official name of that drug 
or device used in any official compendium pub-
lished after such name has been prescribed or for 
any other purpose of this chapter. In no event, 
however, shall the Secretary establish an offi-
cial name so as to infringe a valid trademark. 

(b) Review of names in official compendiums 

Within a reasonable time after October 10, 
1962, and at such other times as he may deem 
necessary, the Secretary shall cause a review to 
be made of the official names by which drugs are 
identified in the official United States Pharma-
copoeia, the official Homoeopathic Pharma-
copoeia of the United States, and the official 
National Formulary, and all supplements there-
to, and at such times as he may deem necessary 

shall cause a review to be made of the official 
names by which devices are identified in any of-
ficial compendium (and all supplements thereto) 
to determine whether revision of any of those 
names is necessary or desirable in the interest 
of usefulness and simplicity. 

(c) Determinations of complexity, usefulness, 
multiplicity, or lack of name; designation by 
Secretary 

Whenever he determines after any such review 
that (1) any such official name is unduly com-
plex or is not useful for any other reason, (2) two 
or more official names have been applied to a 
single drug or device, or to two or more drugs 
which are identical in chemical structure and 
pharmacological action and which are substan-
tially identical in strength, quality, and purity, 
or to two or more devices which are substan-
tially equivalent in design and purpose or (3) no 
official name has been applied to a medically 
useful drug or device, he shall transmit in writ-
ing to the compiler of each official compendium 
in which that drug or drugs or device are identi-
fied and recognized his request for the recom-
mendation of a single official name for such 
drug or drugs or device which will have useful-
ness and simplicity. Whenever such a single offi-
cial name has not been recommended within one 
hundred and eighty days after such request, or 
the Secretary determines that any name so rec-
ommended is not useful for any reason, he shall 
designate a single official name for such drug or 
drugs or device. Whenever he determines that 
the name so recommended is useful, he shall 
designate that name as the official name of such 
drug or drugs or device. Such designation shall 
be made as a regulation upon public notice and 
in accordance with the procedure set forth in 
section 553 of title 5. 

(d) Revised official names; compilation, publica-
tion, and public distribution of listings 

After each such review, and at such other 
times as the Secretary may determine to be nec-
essary or desirable, the Secretary shall cause to 
be compiled, published, and publicly distributed 
a list which shall list all revised official names 
of drugs or devices designated under this section 
and shall contain such descriptive and explana-
tory matter as the Secretary may determine to 
be required for the effective use of those names. 

(e) Request by compiler of official compendium 
for designation of name 

Upon a request in writing by any compiler of 
an official compendium that the Secretary exer-
cise the authority granted to him under sub-
section (a) of this section, he shall upon public 
notice and in accordance with the procedure set 
forth in section 553 of title 5 designate the offi-
cial name of the drug or device for which the re-
quest is made. 

(June 25, 1938, ch. 675, § 508, as added Oct. 10, 1962, 
Pub. L. 87–781, title I, § 111(a), 76 Stat. 789; 
amended May 28, 1976, Pub. L. 94–295, § 5(b), 90 
Stat. 581; Aug. 13, 1993, Pub. L. 103–80, § 3(q), 107 
Stat. 777.) 

AMENDMENTS 

1993—Subsecs. (c), (e). Pub. L. 103–80 substituted ref-

erence to section 553 of title 5 for ‘‘section 4 of the Ad-

ministrative Procedure Act (5 U.S.C. 1003)’’. 
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1976—Subsec. (a). Pub. L. 94–295 substituted ‘‘drug or 

device’’ for ‘‘drug’’ wherever appearing. 

Subsec. (b). Pub. L. 94–295 substituted ‘‘National For-

mulary, and all supplements thereto, and at such times 

as he may deem necessary shall cause a review to be 

made of the official names by which devices are identi-

fied in any official compendium (and all supplements 

thereto)’’ for ‘‘National Formulary, and all supple-

ments thereto,’’. 

Subsec. (c)(2). Pub. L. 94–295 inserted ‘‘or device’’ 

after ‘‘single drug’’, and ‘‘or to two or more devices 

which are substantially equivalent in design and pur-

pose’’ after ‘‘purity,’’. 

Subsec. (c)(3). Pub. L. 94–295 inserted ‘‘or device’’ 

after ‘‘useful drug’’ and after ‘‘drug or drugs’’ wherever 

appearing. 

Subsec. (d). Pub. L. 94–295 inserted ‘‘or devices’’ after 

‘‘drugs’’. 

Subsec. (e). Pub. L. 94–295 substituted ‘‘drug or de-

vice’’ for ‘‘drug’’. 

EFFECTIVE DATE 

Section 111(b) of Pub. L. 87–781 provided that: ‘‘This 

section [enacting this section] shall take effect on the 

date of its enactment [Oct. 10, 1962].’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 352 of this title. 

§ 359. Nonapplicability of subchapter to cosmet-
ics 

This subchapter, as amended by the Drug 
Amendments of 1962, shall not apply to any cos-
metic unless such cosmetic is also a drug or de-
vice or component thereof. 

(June 25, 1938, ch. 675, § 509, as added Oct. 10, 1962, 
Pub. L. 87–781, title I, § 113, 76 Stat. 791.) 

REFERENCES IN TEXT 

This subchapter, as amended by the Drug Amend-

ments of 1962, referred to in text, means the amend-

ment of this subchapter by Pub. L. 87–781 which enacted 

sections 358 to 360 of this title, amended sections 351 to 

353, 355, and 357 of this title, and enacted provisions set 

out as notes under sections 352, 355, 358, and 360 of this 

title. 

The Drug Amendments of 1962, referred to in text, is 

Pub. L. 87–781, Oct. 10, 1962, 76 Stat. 780, as amended. 

For complete classification of this Act to the Code, see 

Short Title of 1962 Amendment note set out under sec-

tion 301 of this title and Tables. 

§ 360. Registration of producers of drugs or de-
vices 

(a) Definitions 

As used in this section— 
(1) the term ‘‘manufacture, preparation, 

propagation, compounding, or processing’’ 
shall include repackaging or otherwise chang-
ing the container, wrapper, or labeling of any 
drug package or device package in furtherance 
of the distribution of the drug or device from 
the original place of manufacture to the per-
son who makes final delivery or sale to the ul-
timate consumer or user; and 

(2) the term ‘‘name’’ shall include in the 
case of a partnership the name of each partner 
and, in the case of a corporation, the name of 
each corporate officer and director, and the 
State of incorporation. 

(b) Annual registration 

On or before December 31 of each year every 
person who owns or operates any establishment 

in any State engaged in the manufacture, prepa-
ration, propagation, compounding, or processing 
of a drug or drugs or a device or devices shall 
register with the Secretary his name, places of 
business, and all such establishments. 

(c) New producers 

Every person upon first engaging in the manu-
facture, preparation, propagation, compounding, 
or processing of a drug or drugs or a device or 
devices in any establishment which he owns or 
operates in any State shall immediately register 
with the Secretary his name, place of business, 
and such establishment. 

(d) Additional establishments 

Every person duly registered in accordance 
with the foregoing subsections of this section 
shall immediately register with the Secretary 
any additional establishment which he owns or 
operates in any State and in which he begins the 
manufacture, preparation, propagation, com-
pounding, or processing of a drug or drugs or a 
device or devices. 

(e) Registration number; uniform system for 
identification of devices intended for human 
use 

The Secretary may assign a registration num-
ber to any person or any establishment reg-
istered in accordance with this section. The Sec-
retary may also assign a listing number to each 
drug or class of drugs listed under subsection (j) 
of this section. Any number assigned pursuant 
to the preceding sentence shall be the same as 
that assigned pursuant to the National Drug 
Code. The Secretary may by regulation pre-
scribe a uniform system for the identification of 
devices intended for human use and may require 
that persons who are required to list such de-
vices pursuant to subsection (j) of this section 
shall list such devices in accordance with such 
system. 

(f) Availability of registrations for inspection 

The Secretary shall make available for inspec-
tion, to any person so requesting, any registra-
tion filed pursuant to this section; except that 
any list submitted pursuant to paragraph (3) of 
subsection (j) of this section and the informa-
tion accompanying any list or notice filed under 
paragraph (1) or (2) of that subsection shall be 
exempt from such inspection unless the Sec-
retary finds that such an exemption would be in-
consistent with protection of the public health. 

(g) Exclusions from application of section 

The foregoing subsections of this section shall 
not apply to— 

(1) pharmacies which maintain establish-
ments in conformance with any applicable 
local laws regulating the practice of pharmacy 
and medicine and which are regularly engaged 
in dispensing prescription drugs or devices, 
upon prescriptions of practitioners licensed to 
administer such drugs or devices to patients 
under the care of such practitioners in the 
course of their professional practice, and 
which do not manufacture, prepare, propagate, 
compound, or process drugs or devices for sale 
other than in the regular course of their busi-
ness of dispensing or selling drugs or devices 
at retail; 
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(2) practitioners licensed by law to prescribe 
or administer drugs or devices and who manu-
facture, prepare, propagate, compound, or 
process drugs or devices solely for use in the 
course of their professional practice; 

(3) persons who manufacture, prepare, propa-
gate, compound, or process drugs or devices 
solely for use in research, teaching, or chemi-
cal analysis and not for sale; 

(4) such other classes of persons as the Sec-
retary may by regulation exempt from the ap-
plication of this section upon a finding that 
registration by such classes of persons in ac-
cordance with this section is not necessary for 
the protection of the public health. 

(h) Inspection of premises 

Every establishment in any State registered 
with the Secretary pursuant to this section 
shall be subject to inspection pursuant to sec-
tion 374 of this title and every such establish-
ment engaged in the manufacture, propagation, 
compounding, or processing of a drug or drugs or 
of a device or devices classified in class II or III 
shall be so inspected by one or more officers or 
employees duly designated by the Secretary at 
least once in the two-year period beginning with 
the date of registration of such establishment 
pursuant to this section and at least once in 
every successive two-year period thereafter. 

(i) Foreign establishments 

Any establishment within any foreign country 
engaged in the manufacture, preparation, propa-
gation, compounding, or processing of a drug or 
drugs, or a device or devices, shall be permitted 
to register under this section pursuant to regu-
lations promulgated by the Secretary. Such reg-
ulations shall require such establishment to pro-
vide the information required by subsection (j) 
of this section and shall require such establish-
ment to provide the information required by 
subsection (j) of this section in the case of a de-
vice or devices and shall include provisions for 
registration of any such establishment upon 
condition that adequate and effective means are 
available, by arrangement with the government 
of such foreign country or otherwise, to enable 
the Secretary to determine from time to time 
whether drugs or devices manufactured, pre-
pared, propagated, compounded, or processed in 
such establishment, if imported or offered for 
import into the United States, shall be refused 
admission on any of the grounds set forth in sec-
tion 381(a) of this title. 

(j) Filing of lists of drugs and devices manufac-
tured, prepared, propagated and com-
pounded by registrants; statements; accom-
panying disclosures 

(1) Every person who registers with the Sec-
retary under subsection (b), (c), or (d) of this 
section shall, at the time of registration under 
any such subsection, file with the Secretary a 
list of all drugs and a list of all devices and a 
brief statement of the basis for believing that 
each device included in the list is a device rath-
er than a drug (with each drug and device in 
each list listed by its established name (as de-
fined in section 352(e) of this title) and by any 
proprietary name) which are being manufac-
tured, prepared, propagated, compounded, or 

processed by him for commercial distribution 
and which he has not included in any list of 
drugs or devices filed by him with the Secretary 
under this paragraph or paragraph (2) before 
such time of registration. Such list shall be pre-
pared in such form and manner as the Secretary 
may prescribe and shall be accompanied by— 

(A) in the case of a drug contained in the ap-
plicable list and subject to sections 355, 356, 
357, or 360b of this title, or a device intended 
for human use contained in the applicable list 
with respect to which a performance standard 
has been established under section 360d of this 
title or which is subject to section 360e of this 
title, a reference to the authority for the mar-
keting of such drug or device and a copy of all 
labeling for such drug or device; 

(B) in the case of any other drug or device 
contained in an applicable list— 

(i) which drug is subject to section 353(b)(1) 
of this title, or which device is a restricted 
device, a copy of all labeling for such drug or 
device, a representative sampling of adver-
tisements for such drug or device, and, upon 
request made by the Secretary for good 
cause, a copy of all advertisements for a par-
ticular drug product or device, or 

(ii) which drug is not subject to section 
353(b)(1) of this title or which device is not a 
restricted device, the label and package in-
sert for such drug or device and a represent-
ative sampling of any other labeling for such 
drug or device; 

(C) in the case of any drug contained in an 
applicable list which is described in subpara-
graph (B), a quantitative listing of its active 
ingredient or ingredients, except that with re-
spect to a particular drug product the Sec-
retary may require the submission of a quan-
titative listing of all ingredients if he finds 
that such submission is necessary to carry out 
the purposes of this chapter; and 

(D) if the registrant filing a list has deter-
mined that a particular drug product or device 
contained in such list is not subject to section 
355, 356, 357, or 360b of this title, or the par-
ticular device contained in such list is not 
subject to a performance standard established 
under section 360d of this title or to section 
360e of this title or is not a restricted device a 
brief statement of the basis upon which the 
registrant made such determination if the 
Secretary requests such a statement with re-
spect to that particular drug product or de-
vice. 

(2) Each person who registers with the Sec-
retary under this section shall report to the Sec-
retary once during the month of June of each 
year and once during the month of December of 
each year the following information: 

(A) A list of each drug or device introduced 
by the registrant for commercial distribution 
which has not been included in any list pre-
viously filed by him with the Secretary under 
this subparagraph or paragraph (1) of this sub-
section. A list under this subparagraph shall 
list a drug or device by its established name 
(as defined in section 352(e) of this title), and 
by any proprietary name it may have and 
shall be accompanied by the other information 
required by paragraph (1). 
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(B) If since the date the registrant last made 
a report under this paragraph (or if he has not 
made a report under this paragraph, since Feb-
ruary 1, 1973) he has discontinued the manu-
facture, preparation, propagation, compound-
ing, or processing for commercial distribution 
of a drug or device included in a list filed by 
him under subparagraph (A) or paragraph (1); 
notice of such discontinuance, the date of such 
discontinuance, and the identity (by estab-
lished name (as defined in section 352(e) of this 
title) and by any proprietary name) of such 
drug or device. 

(C) If since the date the registrant reported 
pursuant to subparagraph (B) a notice of dis-
continuance he has resumed the manufacture, 
preparation, propagation, compounding, or 
processing for commercial distribution of the 
drug or device with respect to which such no-
tice of discontinuance was reported; notice of 
such resumption, the date of such resumption, 
the identity of such drug or device (each by es-
tablished name (as defined in section 352(e) of 
this title) and by any proprietary name), and 
the other information required by paragraph 
(1), unless the registrant has previously re-
ported such resumption to the Secretary pur-
suant to this subparagraph. 

(D) Any material change in any information 
previously submitted pursuant to this para-
graph or paragraph (1). 

(3) The Secretary may also require each reg-
istrant under this section to submit a list of 
each drug product which (A) the registrant is 
manufacturing, preparing, propagating, com-
pounding, or processing for commercial distribu-
tion, and (B) contains a particular ingredient. 
The Secretary may not require the submission 
of such a list unless he has made a finding that 
the submission of such a list is necessary to 
carry out the purposes of this chapter. 

(k) Report preceding introduction of devices into 
interstate commerce 

Each person who is required to register under 
this section and who proposes to begin the intro-
duction or delivery for introduction into inter-
state commerce for commercial distribution of a 
device intended for human use shall, at least 
ninety days before making such introduction or 
delivery, report to the Secretary (in such form 
and manner as the Secretary shall by regulation 
prescribe)— 

(1) the class in which the device is classified 
under section 360c of this title or if such per-
son determines that the device is not classi-
fied under such section, a statement of that 
determination and the basis for such person’s 
determination that the device is or is not so 
classified, and 

(2) action taken by such person to comply 
with requirements under section 360d or 360e of 
this title which are applicable to the device. 

(June 25, 1938, ch. 675, § 510, as added Oct. 10, 1962, 
Pub. L. 87–781, title III, § 302, 76 Stat. 794; amend-
ed July 15, 1965, Pub. L. 89–74, § 4, 79 Stat. 231; 
Oct. 27, 1970, Pub. L. 91–513, title II, § 701(e), 84 
Stat. 1282; Aug. 16, 1972, Pub. L. 92–387, §§ 3, 
4(a)–(c), 86 Stat. 560–562; May 28, 1976, Pub. L. 
94–295, § 4(a), 90 Stat. 579.) 

AMENDMENTS 

1976—Subsec. (a)(1). Pub. L. 94–295, § 4(a)(2), sub-

stituted ‘‘drug package or device package’’ for ‘‘drug 

package’’, ‘‘distribution of the drug or device’’ for ‘‘dis-

tribution of the drug’’, and ‘‘ultimate consumer or 

user’’ for ‘‘ultimate consumer’’. 

Subsecs. (b) to (d). Pub. L. 94–295, § 4(a)(3), inserted 

‘‘or a device or devices’’ after ‘‘drug or drugs’’. 

Subsec. (e). Pub. L. 94–295, § 4(a)(4), authorized the 

Secretary to prescribe by regulation a uniform system 

for the identification of devices intended for human use 

and authorized him, in addition, to require that persons 

who are required to list devices pursuant to subsec. (j) 

also list such devices in accordance with the system. 

Subsec. (g)(1) to (3). Pub. L. 94–295, § 4(a)(5), sub-

stituted ‘‘drugs or devices’’ for ‘‘drugs’’. 

Subsec. (h). Pub. L. 94–295, § 4(a)(6), inserted reference 

to establishments engaged in the manufacture, propa-

gation, compounding, or processing of a drug or drugs 

or of a device or devices classified in class II or III. 

Subsec. (i). Pub. L. 94–295, § 4(a)(7), inserted reference 

to devices and inserted requirement that regulations 

require establishments to provide the information re-

quired by subsection (j) of this section in the case of a 

device or devices. 

Subsec. (j)(1). Pub. L. 94–295, § 4(a)(8)(A), in introduc-

tory provisions substituted ‘‘a list of all drugs and a 

list of all devices and a brief statement of the basis for 

believing that each device included in the list is a de-

vice rather than a drug (with each drug and device in 

each list listed by its established name’’ for ‘‘a list of 

all drugs (by established name’’ and ‘‘drugs or devices 

filed’’ for ‘‘drugs filed’’. 

Subsec. (j)(1)(A). Pub. L. 94–295, § 4(a)(8)(B), sub-

stituted ‘‘the applicable list’’ for ‘‘such list’’, inserted 

‘‘or a device intended for human use contained in the 

applicable list with respect to which a performance 

standard has been established under section 360d of this 

title or which is subject to section 360e of this title,’’ 

after ‘‘360b of this title,’’, and substituted ‘‘such drug or 

device’’ for ‘‘such drug’’ wherever appearing. 

Subsec. (j)(1)(B). Pub. L. 94–295, § 4(a)(8)(C), in intro-

ductory provisions substituted ‘‘drug or device con-

tained in an applicable list’’ for ‘‘drug contained in 

such list’’. 

Subsec. (j)(1)(B)(i). Pub. L. 94–295, § 4(a)(8)(D), sub-

stituted ‘‘which drug is subject to section 353(b)(1) of 

this title, or which device is a restricted device, a copy 

of all labeling for such drug or device, a representative 

sampling of advertisements for such drug or device, 

and, upon request made by the Secretary for good 

cause, a copy of all advertisements for a particular 

drug product or device, or’’ for ‘‘which is subject to sec-

tion 353(b)(1) of this title, a copy of all labeling for such 

drug, a representative sampling of advertisements for 

such drug, and, upon request made by the Secretary for 

good cause, a copy of all advertisements for a particu-

lar drug product, or’’. 

Subsec. (j)(1)(B)(ii). Pub. L. 94–295, § 4(a)(8)(E), sub-

stituted ‘‘which drug is not subject to section 353(b)(1) 

of this title or which device is not a restricted device, 

the label and package insert for such drug or device and 

a representative sampling of any other labeling for 

such drug or device’’ for ‘‘which is not subject to sec-

tion 353(b)(1) of this title, the label and package insert 

for such drug and a representative sampling of any 

other labeling for such drug’’. 

Subsec. (j)(1)(C). Pub. L. 94–295, § 4(a)(8)(F), sub-

stituted ‘‘an applicable list’’ for ‘‘such list’’. 

Subsec. (j)(1)(D). Pub. L. 94–295, § 4(a)(8)(G), sub-

stituted ‘‘a list’’ for ‘‘the list’’, inserted ‘‘or the par-

ticular device contained in such list is not subject to a 

performance standard established under section 360d of 

this title or to section 360e of this title or is not a re-

stricted device’’ after ‘‘or 360b of this title,’’, and sub-

stituted ‘‘particular drug product or device’’ for ‘‘par-

ticular drug product’’ wherever appearing. 

Subsec. (j)(2). Pub. L. 94–295, § 4(a)(8)(H), substituted 

‘‘drug or ‘‘device’’ for ‘‘drug’’ in subpars. (A), (B), and 
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(C), and substituted ‘‘(each by established name’’ for 

‘‘(by established name’’ in subpar. (C). 

Subsec. (k). Pub. L. 94–295, § 4(a)(9), added subsec. (k). 

1972—Subsec. (e). Pub. L. 92–387, § 4(a), inserted provi-

sion that the Secretary may assign a listing number to 

each drug or class of drugs listed under subsec. (j). 

Subsec. (f). Pub. L. 92–387, § 4(b), inserted exception 

that the list submitted under subsec. (j)(3) and informa-

tion submitted under subsec. (j)(1), (2) shall be exempt 

from inspection unless the Secretary determines other-

wise. 

Subsec. (i). Pub. L. 92–387, § 4(c), inserted provision 

that the regulations shall require such establishment 

to provide the information required by subsec. (j). 

Subsec. (j). Pub. L. 92–387, § 3, added subsec. (j). 

1970—Subsec. (a). Pub. L. 91–513 struck out provisions 

defining the wholesaling, jobbing, or distributing of de-

pressant or stimulant drugs. 

Subsec. (b). Pub. L. 91–513 struck out provisions cov-

ering establishments engaged in the wholesaling, job-

bing, or distributing of depressant or stimulant drugs 

and the inclusion of the fact of such activity in the an-

nual registration. 

Subsec. (c). Pub. L. 91–513 struck out provisions cov-

ering new registrations of persons first engaging in the 

wholesaling, jobbing, or distributing of depressant or 

stimulant drugs and the inclusion of the fact of such 

activity in the registration. 

Subsec. (d). Pub. L. 91–513 struck out number designa-

tion ‘‘(1)’’ preceding first sentence, struck out portion 

of such redesignated provisions covering the whole-

saling, jobbing, or distributing of depressant or stimu-

lant drugs, and struck out par. (2) covering the filing of 

supplemental registration whenever a person not pre-

viously engaged or involved with depressant or stimu-

lant drugs goes into the manufacturing, preparation, or 

processing thereof. 

1965—Pub. L. 89–74, § 4(e), included certain wholesalers 

in section catchline. 

Subsec. (a)(2), (3). Pub. L. 89–74, § 4(a), added par. (2) 

and redesignated former par. (2) as (3). 

Subsecs. (b), (c). Pub. L. 89–74, § 4(b), (c), inserted ‘‘or 

in the wholesaling, jobbing, or distributing of any de-

pressant or stimulant drug’’ after ‘‘drug or drugs’’ and 

inserted requirement that establishment indicate ac-

tivity in depressant or stimulant drugs at time of reg-

istration. 

Subsec. (d). Pub. L. 89–74 § 4(d), designated existing 

provisions as par. (1), inserted ‘‘or the wholesaling, job-

bing, or distributing of any depressant or stimulant 

drug’’ and the requirement that the additional estab-

lishment indicate activity in depressant or stimulant 

drugs at time of registration, and added par. (2). 

EFFECTIVE DATE OF 1972 AMENDMENT 

Section 5 of Pub. L. 92–387 provided that: ‘‘The 

amendments made by this Act [amending this section 

and sections 331 and 335 of this title and enacting provi-

sions set out below] shall take effect on the first day of 

the sixth month beginning after the date of enactment 

of this Act [Aug. 16, 1972].’’ 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–513 effective on first day of 

seventh calendar month that begins after Oct. 26, 1970, 

see section 704 of Pub. L. 91–513, set out as an Effective 

Date note under section 801 of this title. 

EFFECTIVE DATE OF 1965 AMENDMENT 

Amendment by Pub. L. 89–74 effective Feb. 1, 1966, 

subject to registration with Secretary of names, places 

of business, establishments, and other prescribed infor-

mation prior to Feb. 1, 1966, see section 11 of Pub. L. 

89–74, set out as a note under section 321 of this title. 

SAVINGS PROVISION 

Amendment by Pub. L. 91–513 not to affect or abate 

any prosecutions for any violation of law or any civil 

seizures or forfeitures and injunctive proceedings com-

menced prior to the effective date of such amendment, 

and all administrative proceedings pending before the 

Bureau of Narcotics and Dangerous Drugs [now the 

Drug Enforcement Administration] on Oct. 27, 1970, to 

be continued and brought to final determination in ac-

cord with laws and regulations in effect prior to Oct. 27, 

1970, see section 702 of Pub. L. 91–513, set out as a note 

under section 321 of this title. 

CONGRESSIONAL DECLARATION OF NEED FOR REGISTRA-

TION AND INSPECTION OF DRUG ESTABLISHMENTS 

Section 301 of Pub. L. 87–781 provided that: ‘‘The Con-

gress hereby finds and declares that in order to make 

regulation of interstate commerce in drugs effective, it 

is necessary to provide for registration and inspection 

of all establishments in which drugs are manufactured, 

prepared, propagated, compounded, or processed; that 

the products of all such establishments are likely to 

enter the channels of interstate commerce and directly 

affect such commerce; and that the regulation of inter-

state commerce in drugs without provision for registra-

tion and inspection of establishments that may be en-

gaged only in intrastate commerce in such drugs would 

discriminate against and depress interstate commerce 

in such drugs, and adversely burden, obstruct, and af-

fect such interstate commerce.’’ 

DECLARATION OF POLICY OF DRUG LISTING ACT OF 1972 

Section 2 of Pub. L. 92–387 provided that: ‘‘The Fed-

eral Government which is responsible for regulating 

drugs has no ready means of determining what drugs 

are actually being manufactured or packed by estab-

lishments registered under the Federal Food, Drug, and 

Cosmetic Act [this chapter] except by periodic inspec-

tion of such registered establishments. Knowledge of 

which particular drugs are being manufactured or 

packed by each registered establishment would sub-

stantially assist in the enforcement of Federal laws re-

quiring that such drugs be pure, safe, effective, and 

properly labeled. Information on the discontinuance of 

a particular drug could serve to alleviate the burden of 

reviewing and implementing enforcement actions 

against drugs which, although commercially discon-

tinued, remain active for regulatory purposes. Informa-

tion on the type and number of different drugs being 

manufactured or packed by drug establishments could 

permit more effective and timely regulation by the 

agencies of the Federal Government responsible for 

regulating drugs, including identification of which 

drugs in interstate commerce are subject to section 505 

or 507 [section 355 or 357 of this title], or to other provi-

sions of the Federal Food, Drug, and Cosmetic Act.’’ 

REGISTRATION OF CERTAIN PERSONS OWNING OR OPER-

ATING DRUG ESTABLISHMENTS PRIOR TO OCT. 10, 1962 

Section 303 of Pub. L. 87–781 provided that any person 

who, on the day immediately preceding Oct. 10, 1962, 

owned or operated an establishment which manufac-

tured or processed drugs, registered before the first day 

of the seventh month following October, 1962, would be 

deemed to be registered in accordance with subsec. (b) 

of this section for the calendar year 1962 and if reg-

istered within this period and effected in 1963, be 

deemed in compliance for that calendar year. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 352, 355, 

360c, 360e, 360i, 360j, 379h, 381 of this title. 

§ 360a. Repealed. Pub. L. 91–513, title II, § 701(a), 
Oct. 27, 1970, 84 Stat. 1281 

Section, act June 25, 1938, ch. 675, § 511, as added July 

15, 1965, Pub. L. 89–74, § 3(b), 79 Stat. 227; amended Oct. 

24, 1968, Pub. L. 90–639, § 2(a), 82 Stat. 1361, regulated the 

manufacture, compounding, and processing of depres-

sant and stimulant drugs and their sale, delivery, dis-

posal, possession, and recordkeeping activities con-

nected therewith. See section 801 et seq. of this title. 
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EFFECTIVE DATE OF REPEAL 

Repeal by Pub. L. 91–513 effective on first day of sev-

enth calendar month that begins after Oct. 26, 1970, see 

section 704 of Pub. L. 91–513, set out as an Effective 

Date note under section 801 of this title. 

SAVINGS PROVISION 

Repeal not to affect or abate any prosecutions for 

violation of law or any civil seizures or forfeitures and 

injunctive proceedings commenced prior to the effec-

tive date of such repeal, and all administrative pro-

ceedings pending before the Bureau of Narcotics and 

Dangerous Drugs [now Drug Enforcement Administra-

tion] on Oct. 27, 1970, to be continued and brought to 

final determination in accord with laws and regulations 

in effect prior to Oct. 27, 1970, see section 702 of Pub. L. 

91–513, set out as a note under section 321 of this title. 

§ 360b. New animal drugs 

(a) Unsafe new animal drugs and animal feed 
containing such drugs; conditions of safety; 
exemption of drugs for research 

(1) A new animal drug shall, with respect to 
any particular use or intended use of such drug, 
be deemed unsafe for the purposes of section 
351(a)(5) and section 342(a)(2)(D) of this title un-
less— 

(A) there is in effect an approval of an appli-
cation filed pursuant to subsection (b) of this 
section with respect to such use or intended 
use of such drug, and 

(B) such drug, its labeling, and such use con-
form to such approved application. 

A new animal drug shall also be deemed unsafe 
for such purposes in the event of removal from 
the establishment of a manufacturer, packer, or 
distributor of such drug for use in the manufac-
ture of animal feed in any State unless at the 
time of such removal such manufacturer, pack-
er, or distributor has an unrevoked written 
statement from the consignee of such drug, or 
notice from the Secretary, to the effect that, 
with respect to the use of such drug in animal 
feed, such consignee— 

(i) is the holder of an approved application 
under subsection (m) of this section; or 

(ii) will, if the consignee is not a user of the 
drug, ship such drug only to a holder of an ap-
proved application under subsection (m) of 
this section. 

(2) An animal feed bearing or containing a new 
animal drug shall, with respect to any particu-
lar use or intended use of such animal feed, be 
deemed unsafe for the purposes of section 
351(a)(6) of this title unless— 

(A) there is in effect an approval of an appli-
cation filed pursuant to subsection (b) of this 
section with respect to such drugs, as used in 
such animal feed, 

(B) there is in effect an approval of an appli-
cation pursuant to subsection (m)(1) of this 
section with respect to such animal feed, and 

(C) such animal feed, its labeling, and such 
use conform to the conditions and indications 
of use published pursuant to subsection (i) of 
this section and to the application with re-
spect thereto approved under subsection (m) of 
this section. 

(3) A new animal drug or an animal feed bear-
ing or containing a new animal drug shall not be 

deemed unsafe for the purposes of section 
351(a)(5) or (6) of this title if such article is for 
investigational use and conforms to the terms of 
an exemption in effect with respect thereto 
under subsection (j) of this section. 

(4)(A) Except as provided in subparagraph (B), 
if an approval of an application filed under sub-
section (b) of this section is in effect with re-
spect to a particular use or intended use of a 
new animal drug, the drug shall not be deemed 
unsafe for the purposes of paragraph (1) and 
shall be exempt from the requirements of sec-
tion 352(f) of this title with respect to a different 
use or intended use of the drug, other than a use 
in or on animal feed, if such use or intended 
use— 

(i) is by or on the lawful written or oral 
order of a licensed veterinarian within the 
context of a veterinarian-client-patient rela-
tionship, as defined by the Secretary; and 

(ii) is in compliance with regulations pro-
mulgated by the Secretary that establish the 
conditions for such different use or intended 
use. 

The regulations promulgated by the Secretary 
under clause (ii) may prohibit particular uses of 
an animal drug and shall not permit such dif-
ferent use of an animal drug if the labeling of 
another animal drug that contains the same ac-
tive ingredient and which is in the same dosage 
form and concentration provides for such dif-
ferent use. 

(B) If the Secretary finds that there is a rea-
sonable probability that a use of an animal drug 
authorized under subparagraph (A) may present 
a risk to the public health, the Secretary may— 

(i) establish a safe level for a residue of an 
animal drug when it is used for such different 
use authorized by subparagraph (A); and 

(ii) require the development of a practical, 
analytical method for the detection of resi-
dues of such drug above the safe level estab-
lished under clause (i). 

The use of an animal drug that results in resi-
dues exceeding a safe level established under 
clause (i) shall be considered an unsafe use of 
such drug under paragraph (1). Safe levels may 
be established under clause (i) either by regula-
tion or order. 

(C) The Secretary may by general regulation 
provide access to the records of veterinarians to 
ascertain any use or intended use authorized 
under subparagraph (A) that the Secretary has 
determined may present a risk to the public 
health. 

(D) If the Secretary finds, after affording an 
opportunity for public comment, that a use of 
an animal drug authorized under subparagraph 
(A) presents a risk to the public health or that 
an analytical method required under subpara-
graph (B) has not been developed and submitted 
to the Secretary, the Secretary may, by order, 
prohibit any such use. 

(5) If the approval of an application filed under 
section 355 of this title is in effect, the drug 
under such application shall not be deemed un-
safe for purposes of paragraph (1) and shall be 
exempt from the requirements of section 352(f) 
of this title with respect to a use or intended use 
of the drug in animals if such use or intended 
use— 
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(A) is by or on the lawful written or oral 

order of a licensed veterinarian within the 

context of a veterinarian-client-patient rela-

tionship, as defined by the Secretary; and 

(B) is in compliance with regulations pro-

mulgated by the Secretary that establish the 

conditions for the use or intended use of the 

drug in animals. 

(b) Filing application for uses of new animal 
drug; contents; patent information; abbre-
viated application 

(1) Any person may file with the Secretary an 

application with respect to any intended use or 

uses of a new animal drug. Such person shall 

submit to the Secretary as a part of the applica-

tion (A) full reports of investigations which 

have been made to show whether or not such 

drug is safe and effective for use; (B) a full list 

of the articles used as components of such drug; 

(C) a full statement of the composition of such 

drug; (D) a full description of the methods used 

in, and the facilities and controls used for, the 

manufacture, processing, and packing of such 

drug; (E) such samples of such drug and of the 

articles used as components thereof, of any ani-

mal feed for use in or on which such drug is in-

tended, and of the edible portions or products 

(before or after slaughter) of animals to which 

such drug (directly or in or on animal feed) is in-

tended to be administered, as the Secretary may 

require; (F) specimens of the labeling proposed 

to be used for such drug, or in case such drug is 

intended for use in animal feed, proposed label-

ing appropriate for such use, and specimens of 

the labeling for the drug to be manufactured, 

packed, or distributed by the applicant; (G) a de-

scription of practicable methods for determining 

the quantity, if any, of such drug in or on food, 

and any substance formed in or on food, because 

of its use; and (H) the proposed tolerance or 

withdrawal period or other use restrictions for 

such drug if any tolerance or withdrawal period 

or other use restrictions are required in order to 

assure that the proposed use of such drug will be 

safe. The applicant shall file with the applica-

tion the patent number and the expiration date 

of any patent which claims the new animal drug 

for which the applicant filed the application or 

which claims a method of using such drug and 

with respect to which a claim of patent infringe-

ment could reasonably be asserted if a person 

not licensed by the owner engaged in the manu-

facture, use, or sale of the drug. If an applica-

tion is filed under this subsection for a drug and 

a patent which claims such drug or a method of 

using such drug is issued after the filing date 

but before approval of the application, the appli-

cant shall amend the application to include the 

information required by the preceding sentence. 

Upon approval of the application, the Secretary 

shall publish information submitted under the 

two preceding sentences. 

(2) Any person may file with the Secretary an 

abbreviated application for the approval of a 

new animal drug. An abbreviated application 

shall contain the information required by sub-

section (n) of this section. 

(c) Period for approval of application; period for, 
notice, and expedition of hearing; period for 
issuance of order; abbreviated applications; 
withdrawal periods; effective date of ap-
proval; relationship to other applications; 
withdrawal or suspension of approval; bio-
equivalence; filing of additional patent infor-
mation 

(1) Within one hundred and eighty days after 
the filing of an application pursuant to sub-
section (b) of this section, or such additional pe-
riod as may be agreed upon by the Secretary and 
the applicant, the Secretary shall either (A) 
issue an order approving the application if he 
then finds that none of the grounds for denying 
approval specified in subsection (d) of this sec-
tion applies, or (B) give the applicant notice of 
an opportunity for a hearing before the Sec-
retary under subsection (d) of this section on the 
question whether such application is approvable. 
If the applicant elects to accept the opportunity 
for a hearing by written request within thirty 
days after such notice, such hearing shall com-
mence not more than ninety days after the expi-
ration of such thirty days unless the Secretary 
and the applicant otherwise agree. Any such 
hearing shall thereafter be conducted on an ex-
pedited basis and the Secretary’s order thereon 
shall be issued within ninety days after the date 
fixed by the Secretary for filing final briefs. 

(2)(A) Subject to subparagraph (C), the Sec-
retary shall approve an abbreviated application 
for a drug unless the Secretary finds— 

(i) the methods used in, or the facilities and 
controls used for, the manufacture, process-
ing, and packing of the drug are inadequate to 
assure and preserve its identity, strength, 
quality, and purity; 

(ii) the conditions of use prescribed, rec-
ommended, or suggested in the proposed label-
ing are not reasonably certain to be followed 
in practice or, except as provided in subpara-
graph (B), information submitted with the ap-
plication is insufficient to show that each of 
the proposed conditions of use or similar limi-
tations (whether in the labeling or published 
pursuant to subsection (i) of this section) have 
been previously approved for the approved new 
animal drug referred to in the application; 

(iii) information submitted with the applica-
tion is insufficient to show that the active in-
gredients are the same as those of the ap-
proved new animal drug referred to in the ap-
plication; 

(iv)(I) if the application is for a drug whose 
active ingredients, route of administration, 
dosage form, strength, or use with other ani-
mal drugs in animal feed is the same as the ac-
tive ingredients, route of administration, dos-
age form, strength, or use with other animal 
drugs in animal feed of the approved new ani-
mal drug referred to in the application, infor-
mation submitted in the application is insuffi-
cient to show that the active ingredients, 
route of administration, dosage form, 
strength, or use with other animal drugs in 
animal feed is the same as that of the ap-
proved new animal drug, or 

(II) if the application is for a drug whose ac-
tive ingredients, route of administration, dos-
age form, strength, or use with other animal 
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drugs in animal feed is different from that of 
the approved new animal drug referred to in 
the application, no petition to file an applica-
tion for the drug with the different active in-
gredients, route of administration, dosage 
form, strength, or use with other animal drugs 
in animal feed was approved under subsection 
(n)(3) of this section; 

(v) if the application was filed pursuant to 
the approval of a petition under subsection 
(n)(3) of this section, the application did not 
contain the information required by the Sec-
retary respecting the active ingredients, route 
of administration, dosage form, strength, or 
use with other animal drugs in animal feed 
which is not the same; 

(vi) information submitted in the applica-
tion is insufficient to show that the drug is 
bioequivalent to the approved new animal 
drug referred to in the application, or if the 
application is filed under a petition approved 
pursuant to subsection (n)(3) of this section, 
information submitted in the application is in-
sufficient to show that the active ingredients 
of the new animal drug are of the same phar-
macological or therapeutic class as the phar-
macological or therapeutic class of the ap-
proved new animal drug and that the new ani-
mal drug can be expected to have the same 
therapeutic effect as the approved new animal 
drug when used in accordance with the label-
ing; 

(vii) information submitted in the applica-
tion is insufficient to show that the labeling 
proposed for the drug is the same as the label-
ing approved for the approved new animal 
drug referred to in the application except for 
changes required because of differences ap-
proved under a petition filed under subsection 
(n)(3) of this section, because of a different 
withdrawal period, or because the drug and the 
approved new animal drug are produced or dis-
tributed by different manufacturers; 

(viii) information submitted in the applica-
tion or any other information available to the 
Secretary shows that (I) the inactive ingredi-
ents of the drug are unsafe for use under the 
conditions prescribed, recommended, or sug-
gested in the labeling proposed for the drug, 
(II) the composition of the drug is unsafe 
under such conditions because of the type or 
quantity of inactive ingredients included or 
the manner in which the inactive ingredients 
are included, or (III) in the case of a drug for 
food producing animals, the inactive ingredi-
ents of the drug or its composition may be un-
safe with respect to human food safety; 

(ix) the approval under subsection (b)(1) of 
this section of the approved new animal drug 
referred to in the application filed under sub-
section (b)(2) of this section has been with-
drawn or suspended for grounds described in 
paragraph (1) of subsection (e) of this section, 
the Secretary has published a notice of a hear-
ing to withdraw approval of the approved new 
animal drug for such grounds, the approval 
under this paragraph of the new animal drug 
for which the application under subsection 
(b)(2) of this section was filed has been with-
drawn or suspended under subparagraph (G) 
for such grounds, or the Secretary has deter-

mined that the approved new animal drug has 
been withdrawn from sale for safety or effec-
tiveness reasons; 

(x) the application does not meet any other 
requirement of subsection (n) of this section; 
or 

(xi) the application contains an untrue 
statement of material fact. 

(B) If the Secretary finds that a new animal 
drug for which an application is submitted 
under subsection (b)(2) of this section is bio-
equivalent to the approved new animal drug re-
ferred to in such application and that residues of 
the new animal drug are consistent with the tol-
erances established for such approved new ani-
mal drug but at a withdrawal period which is 
different than the withdrawal period approved 
for such approved new animal drug, the Sec-
retary may establish, on the basis of informa-
tion submitted, such different withdrawal period 
as the withdrawal period for the new animal 
drug for purposes of the approval of such appli-
cation for such drug. 

(C) Within 180 days of the initial receipt of an 
application under subsection (b)(2) of this sec-
tion or within such additional period as may be 
agreed upon by the Secretary and the applicant, 
the Secretary shall approve or disapprove the 
application. 

(D) The approval of an application filed under 
subsection (b)(2) of this section shall be made ef-
fective on the last applicable date determined 
under the following: 

(i) If the applicant only made a certification 
described in clause (i) or (ii) of subsection 
(n)(1)(G) of this section or in both such 
clauses, the approval may be made effective 
immediately. 

(ii) If the applicant made a certification de-
scribed in clause (iii) of subsection (n)(1)(G) of 
this section, the approval may be made effec-
tive on the date certified under clause (iii). 

(iii) If the applicant made a certification de-
scribed in clause (iv) of subsection (n)(1)(G) of 
this section, the approval shall be made effec-
tive immediately unless an action is brought 
for infringement of a patent which is the sub-
ject of the certification before the expiration 
of 45 days from the date the notice provided 
under subsection (n)(2)(B)(i) of this section is 
received. If such an action is brought before 
the expiration of such days, the approval shall 
be made effective upon the expiration of the 30 
month period beginning on the date of the re-
ceipt of the notice provided under subsection 
(n)(2)(B) of this section or such shorter or 
longer period as the court may order because 
either party to the action failed to reasonably 
cooperate in expediting the action, except that 
if before the expiration of such period— 

(I) the court decides that such patent is in-
valid or not infringed, the approval shall be 
made effective on the date of the court deci-
sion, 

(II) the court decides that such patent has 
been infringed, the approval shall be made 
effective on such date as the court orders 
under section 271(e)(4)(A) of title 35, or 

(III) the court grants a preliminary injunc-
tion prohibiting the applicant from engaging 
in the commercial manufacture or sale of 
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the drug until the court decides the issues of 
patent validity and infringement and if the 
court decides that such patent is invalid or 
not infringed, the approval shall be made ef-
fective on the date of such court decision. 

In such an action, each of the parties shall 
reasonably cooperate in expediting the action. 
Until the expiration of 45 days from the date 
the notice made under subsection (n)(2)(B) of 
this section is received, no action may be 
brought under section 2201 of title 28 for a de-
claratory judgment with respect to the patent. 
Any action brought under section 2201 of title 
28 shall be brought in the judicial district 
where the defendant has its principal place of 
business or a regular and established place of 
business. 

(iv) If the application contains a certifi-
cation described in clause (iv) of subsection 
(n)(1)(G) of this section and is for a drug for 
which a previous application has been filed 
under this subsection containing such a cer-
tification, the application shall be made effec-
tive not earlier than 180 days after— 

(I) the date the Secretary receives notice 
from the applicant under the previous appli-
cation of the first commercial marketing of 
the drug under the previous application, or 

(II) the date of a decision of a court in an 
action described in subclause (III) 1 holding 
the patent which is the subject of the certifi-
cation to be invalid or not infringed, 

whichever is earlier. 

(E) If the Secretary decides to disapprove an 
application, the Secretary shall give the appli-
cant notice of an opportunity for a hearing be-
fore the Secretary on the question of whether 
such application is approvable. If the applicant 
elects to accept the opportunity for hearing by 
written request within 30 days after such notice, 
such hearing shall commence not more than 90 
days after the expiration of such 30 days unless 
the Secretary and the applicant otherwise agree. 
Any such hearing shall thereafter be conducted 
on an expedited basis and the Secretary’s order 
thereon shall be issued within 90 days after the 
date fixed by the Secretary for filing final briefs. 

(F)(i) If an application submitted under sub-
section (b)(1) of this section for a drug, no active 
ingredient (including any ester or salt of the ac-
tive ingredient) of which has been approved in 
any other application under subsection (b)(1) of 
this section, is approved after November 16, 1988, 
no application may be submitted under sub-
section (b)(2) of this section which refers to the 
drug for which the subsection (b)(1) application 
was submitted before the expiration of 5 years 
from the date of the approval of the application 
under subsection (b)(1) of this section, except 
that such an application may be submitted 
under subsection (b)(2) of this section after the 
expiration of 4 years from the date of the ap-
proval of the subsection (b)(1) application if it 
contains a certification of patent invalidity or 
noninfringement described in clause (iv) of sub-
section (n)(1)(G) of this section. The approval of 
such an application shall be made effective in 
accordance with subparagraph (B) except that, if 

an action for patent infringement is commenced 
during the one-year period beginning 48 months 
after the date of the approval of the subsection 
(b) application, the 30 month period referred to 
in subparagraph (D)(iii) shall be extended by 
such amount of time (if any) which is required 
for seven and one-half years to have elapsed 
from the date of approval of the subsection (b) 
application. 

(ii) If an application submitted under sub-
section (b)(1) of this section for a drug, which in-
cludes an active ingredient (including any ester 
or salt of the active ingredient) that has been 
approved in another application approved under 
such subsection, is approved after November 16, 
1988, and if such application contains reports of 
new clinical or field investigations (other than 
bioequivalence or residue studies) and, in the 
case of food producing animals, human food 
safety studies (other than bioequivalence or res-
idue studies) essential to the approval of the ap-
plication and conducted or sponsored by the ap-
plicant, the Secretary may not make the ap-
proval of an application submitted under sub-
section (b)(2) of this section for the conditions of 
approval of such drug in the subsection (b)(1) ap-
plication effective before the expiration of 3 
years from the date of the approval of the appli-
cation under subsection (b)(1) of this section for 
such drug. 

(iii) If a supplement to an application ap-
proved under subsection (b)(1) of this section is 
approved after November 16, 1988, and the sup-
plement contains reports of new clinical or field 
investigations (other than bioequivalence or res-
idue studies) and, in the case of food producing 
animals, human food safety studies (other than 
bioequivalence or residue studies) essential to 
the approval of the supplement and conducted or 
sponsored by the person submitting the supple-
ment, the Secretary may not make the approval 
of an application submitted under subsection 
(b)(2) of this section for a change approved in 
the supplement effective before the expiration of 
3 years from the date of the approval of the sup-
plement. 

(iv) An applicant under subsection (b)(1) of 
this section who comes within the provisions of 
clause (i) of this subparagraph as a result of an 
application which seeks approval for a use solely 
in non-food producing animals, may elect, with-
in 10 days of receiving such approval, to waive 
clause (i) of this subparagraph, in which event 
the limitation on approval of applications sub-
mitted under subsection (b)(2) of this section set 
forth in clause (ii) of this subparagraph shall be 
applicable to the subsection (b)(1) application. 

(v) If an application (including any supple-
ment to a new animal drug application) submit-
ted under subsection (b)(1) of this section for a 
new animal drug for a food-producing animal 
use, which includes an active ingredient (includ-
ing any ester or salt of the active ingredient) 
which has been the subject of a waiver under 
subparagraph (B)(iv) is approved after November 
16, 1988, and if the application contains reports 
of clinical or field investigations or human food 
safety studies (other than bioequivalence or res-
idue studies) essential to the new approval of 
the application and conducted or sponsored by 
the applicant, the Secretary may not make the 



Page 141 TITLE 21—FOOD AND DRUGS § 360b 

approval of an application (including any sup-
plement to such application) submitted under 
subsection (b)(2) of this section for the new con-
ditions of approval of such drug in the sub-
section (b)(1) application effective before the ex-
piration of five years from the date of approval 
of the application under subsection (b)(1) of this 
section for such drug. The provisions of this 
paragraph shall apply only to the first approval 
for a food-producing animal use for the same ap-
plicant after the waiver under subparagraph 
(B)(iv). 

(G) If an approved application submitted under 
subsection (b)(2) of this section for a new animal 
drug refers to a drug the approval of which was 
withdrawn or suspended for grounds described in 
paragraph (1) or (2) of subsection (e) of this sec-
tion or was withdrawn or suspended under this 
subparagraph or which, as determined by the 
Secretary, has been withdrawn from sale for 
safety or effectiveness reasons, the approval of 
the drug under this paragraph shall be with-
drawn or suspended— 

(i) for the same period as the withdrawal or 
suspension under subsection (e) of this section 
or this subparagraph, or 

(ii) if the approved new animal drug has been 
withdrawn from sale, for the period of with-
drawal from sale or, if earlier, the period end-
ing on the date the Secretary determines that 
the withdrawal from sale is not for safety or 
effectiveness reasons. 

(H) For purposes of this paragraph: 
(i) The term ‘‘bioequivalence’’ means the 

rate and extent to which the active ingredient 
or therapeutic ingredient is absorbed from a 
new animal drug and becomes available at the 
site of drug action. 

(ii) A new animal drug shall be considered to 
be bioequivalent to the approved new animal 
drug referred to in its application under sub-
section (n) of this section if— 

(I) the rate and extent of absorption of the 
drug do not show a significant difference 
from the rate and extent of absorption of the 
approved new animal drug referred to in the 
application when administered at the same 
dose of the active ingredient under similar 
experimental conditions in either a single 
dose or multiple doses; 

(II) the extent of absorption of the drug 
does not show a significant difference from 
the extent of absorption of the approved new 
animal drug referred to in the application 
when administered at the same dose of the 
active ingredient under similar experimental 
conditions in either a single dose or multiple 
doses and the difference from the approved 
new animal drug in the rate of absorption of 
the drug is intentional, is reflected in its 
proposed labeling, is not essential to the at-
tainment of effective drug concentrations in 
use, and is considered scientifically insig-
nificant for the drug in attaining the in-
tended purposes of its use and preserving 
human food safety; or 

(III) in any case in which the Secretary de-
termines that the measurement of the rate 
and extent of absorption or excretion of the 
new animal drug in biological fluids is inap-
propriate or impractical, an appropriate 

acute pharmacological effects test or other 
test of the new animal drug and, when 
deemed scientifically necessary, of the ap-
proved new animal drug referred to in the 
application in the species to be tested or in 
an appropriate animal model does not show 
a significant difference between the new ani-
mal drug and such approved new animal 
drug when administered at the same dose 
under similar experimental conditions. 

If the approved new animal drug referred to in 
the application for a new animal drug under 
subsection (n) of this section is approved for 
use in more than one animal species, the bio-
equivalency information described in sub-
clauses (I), (II), and (III) shall be obtained for 
one species, or if the Secretary deems appro-
priate based on scientific principles, shall be 
obtained for more than one species. The Sec-
retary may prescribe the dose to be used in de-
termining bioequivalency under subclause (I), 
(II), or (III). To assure that the residues of the 
new animal drug will be consistent with the 
established tolerances for the approved new 
animal drug referred to in the application 
under subsection (b)(2) of this section upon the 
expiration of the withdrawal period contained 
in the application for the new animal drug, 
the Secretary shall require bioequivalency 
data or residue depletion studies of the new 
animal drug or such other data or studies as 
the Secretary considers appropriate based on 
scientific principles. If the Secretary requires 
one or more residue studies under the preced-
ing sentence, the Secretary may not require 
that the assay methodology used to determine 
the withdrawal period of the new animal drug 
be more rigorous than the methodology used 
to determine the withdrawal period for the ap-
proved new animal drug referred to in the ap-
plication. If such studies are required and if 
the approved new animal drug, referred to in 
the application for the new animal drug for 
which such studies are required, is approved 
for use in more than one animal species, such 
studies shall be conducted for one species, or if 
the Secretary deems appropriate based on sci-
entific principles, shall be conducted for more 
than one species. 

(3) If the patent information described in sub-
section (b)(1) of this section could not be filed 
with the submission of an application under sub-
section (b)(1) of this section because the applica-
tion was filed before the patent information was 
required under subsection (b)(1) of this section 
or a patent was issued after the application was 
approved under such subsection, the holder of an 
approved application shall file with the Sec-
retary the patent number and the expiration 
date of any patent which claims the new animal 
drug for which the application was filed or 
which claims a method of using such drug and 
with respect to which a claim of patent infringe-
ment could reasonably be asserted if a person 
not licensed by the owner engaged in the manu-
facture, use, or sale of the drug. If the holder of 
an approved application could not file patent in-
formation under subsection (b)(1) of this section 
because it was not required at the time the ap-
plication was approved, the holder shall file 
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such information under this subsection not later 
than 30 days after November 16, 1988, and if the 
holder of an approved application could not file 
patent information under subsection (b)(1) of 
this section because no patent had been issued 
when an application was filed or approved, the 
holder shall file such information under this 
subsection not later than 30 days after the date 
the patent involved is issued. Upon the submis-
sion of patent information under this sub-
section, the Secretary shall publish it. 

(d) Grounds for refusing application; approval of 
application; factors; ‘‘substantial evidence’’ 
defined 

(1) If the Secretary finds, after due notice to 
the applicant in accordance with subsection (c) 
of this section and giving him an opportunity 
for a hearing, in accordance with said sub-
section, that— 

(A) the investigations, reports of which are 
required to be submitted to the Secretary pur-
suant to subsection (b) of this section, do not 
include adequate tests by all methods reason-
ably applicable to show whether or not such 
drug is safe for use under the conditions pre-
scribed, recommended, or suggested in the pro-
posed labeling thereof; 

(B) the results of such tests show that such 
drug is unsafe for use under such conditions or 
do not show that such drug is safe for use 
under such conditions; 

(C) the methods used in, and the facilities 
and controls used for, the manufacture, proc-
essing, and packing of such drug are inad-
equate to preserve its identity, strength, qual-
ity, and purity; 

(D) upon the basis of the information sub-
mitted to him as part of the application, or 
upon the basis of any other information before 
him with respect to such drug, he has insuffi-
cient information to determine whether such 
drug is safe for use under such conditions; 

(E) evaluated on the basis of the information 
submitted to him as part of the application 
and any other information before him with re-
spect to such drug, there is a lack of substan-
tial evidence that the drug will have the effect 
it purports or is represented to have under the 
conditions of use prescribed, recommended, or 
suggested in the proposed labeling thereof; 

(F) upon the basis of the information sub-
mitted to him as part of the application or 
any other information before him with respect 
to such drug, the tolerance limitation pro-
posed, if any, exceeds that reasonably required 
to accomplish the physical or other technical 
effect for which the drug is intended; 

(G) the application failed to contain the pat-
ent information prescribed by subsection (b)(1) 
of this section; 

(H) based on a fair evaluation of all material 
facts, such labeling is false or misleading in 
any particular; or 

(I) such drug induces cancer when ingested 
by man or animal or, after tests which are ap-
propriate for the evaluation of the safety of 
such drug, induces cancer in man or animal, 
except that the foregoing provisions of this 
subparagraph shall not apply with respect to 
such drug if the Secretary finds that, under 

the conditions of use specified in proposed la-
beling and reasonably certain to be followed in 
practice (i) such drug will not adversely affect 
the animals for which it is intended, and (ii) 
no residue of such drug will be found (by meth-
ods of examination prescribed or approved by 
the Secretary by regulations, which regula-
tions shall not be subject to subsections (c), 
(d), and (h) of this section), in any edible por-
tion of such animals after slaughter or in any 
food yielded by or derived from the living ani-
mals; 

he shall issue an order refusing to approve the 
application. If, after such notice and oppor-
tunity for hearings, the Secretary finds that 
subparagraphs (A) through (I) do not apply, he 
shall issue an order approving the application. 

(2) In determining whether such drug is safe 
for use under the conditions prescribed, rec-
ommended, or suggested in the proposed label-
ing thereof, the Secretary shall consider, among 
other relevant factors, (A) the probable con-
sumption of such drug and of any substance 
formed in or on food because of the use of such 
drug, (B) the cumulative effect on man or ani-
mal of such drug, taking into account any 
chemically or pharmacologically related sub-
stance, (C) safety factors which in the opinion of 
experts, qualified by scientific training and ex-
perience to evaluate the safety of such drugs, 
are appropriate for the use of animal experimen-
tation data, and (D) whether the conditions of 
use prescribed, recommended, or suggested in 
the proposed labeling are reasonably certain to 
be followed in practice. Any order issued under 
this subsection refusing to approve an applica-
tion shall state the findings upon which it is 
based. 

(3) As used in this subsection and subsection 
(e) of this section, the term ‘‘substantial evi-
dence’’ means evidence consisting of adequate 
and well-controlled investigations, including 
field investigation, by experts qualified by sci-
entific training and experience to evaluate the 
effectiveness of the drug involved, on the basis 
of which it could fairly and reasonably be con-
cluded by such experts that the drug will have 
the effect it purports or is represented to have 
under the conditions of use prescribed, rec-
ommended, or suggested in the labeling or pro-
posed labeling thereof. 

(e) Withdrawal of approval; grounds; immediate 
suspension upon finding imminent hazard to 
health of man or animals 

(1) The Secretary shall, after due notice and 
opportunity for hearing to the applicant, issue 
an order withdrawing approval of an application 
filed pursuant to subsection (b) of this section 
with respect to any new animal drug if the Sec-
retary finds— 

(A) that experience or scientific data show 
that such drug is unsafe for use under the con-
ditions of use upon the basis of which the ap-
plication was approved or the condition of use 
authorized under subsection (a)(4)(A) of this 
section; 

(B) that new evidence not contained in such 
application or not available to the Secretary 
until after such application was approved, or 
tests by new methods, or tests by methods not 
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deemed reasonably applicable when such appli-
cation was approved, evaluated together with 
the evidence available to the Secretary when 
the application was approved, shows that such 
drug is not shown to be safe for use under the 
conditions of use upon the basis of which the 
application was approved or that subparagraph 
(I) of paragraph (1) of subsection (d) of this 
section applies to such drug; 

(C) on the basis of new information before 
him with respect to such drug, evaluated to-
gether with the evidence available to him 
when the application was approved, that there 
is a lack of substantial evidence that such 
drug will have the effect it purports or is rep-
resented to have under the conditions of use 
prescribed, recommended, or suggested in the 
labeling thereof; 

(D) the patent information prescribed by 
subsection (c)(3) of this section was not filed 
within 30 days after the receipt of written no-
tice from the Secretary specifying the failure 
to file such information; 

(E) that the application contains any untrue 
statement of a material fact; or 

(F) that the applicant has made any changes 
from the standpoint of safety or effectiveness 
beyond the variations provided for in the ap-
plication unless he has supplemented the ap-
plication by filing with the Secretary ade-
quate information respecting all such changes 
and unless there is in effect an approval of the 
supplemental application. The supplemental 
application shall be treated in the same man-
ner as the original application. 

If the Secretary (or in his absence the officer 
acting as Secretary) finds that there is an immi-
nent hazard to the health of man or of the ani-
mals for which such drug is intended, he may 
suspend the approval of such application imme-
diately, and give the applicant prompt notice of 
his action and afford the applicant the oppor-
tunity for an expedited hearing under this sub-
section; but the authority conferred by this sen-
tence to suspend the approval of an application 
shall not be delegated. 

(2) The Secretary may also, after due notice 
and opportunity for hearing to the applicant, 
issue an order withdrawing the approval of an 
application with respect to any new animal drug 
under this section if the Secretary finds— 

(A) that the applicant has failed to establish 
a system for maintaining required records, or 
has repeatedly or deliberately failed to main-
tain such records or to make required reports 
in accordance with a regulation or order under 
subsection (1) of this section, or the applicant 
has refused to permit access to, or copying or 
verification of, such records as required by 
paragraph (2) of such subsection; 

(B) that on the basis of new information be-
fore him, evaluated together with the evidence 
before him when the application was approved, 
the methods used in, or the facilities and con-
trols used for, the manufacture, processing, 
and packing of such drug are inadequate to as-
sure and preserve its identity, strength, qual-
ity, and purity and were not made adequate 
within a reasonable time after receipt of writ-
ten notice from the Secretary specifying the 
matter complained of; or 

(C) that on the basis of new information be-
fore him, evaluated together with the evidence 
before him when the application was approved, 
the labeling of such drug, based on a fair eval-
uation of all material facts, is false or mis-
leading in any particular and was not cor-
rected within a reasonable time after receipt 
of written notice from the Secretary specify-
ing the matter complained of. 

(3) Any order under this subsection shall state 
the findings upon which it is based. 

(f) Revocation of order refusing, withdrawing or 
suspending approval of application 

Whenever the Secretary finds that the facts so 
require, he shall revoke any previous order 
under subsection (d), (e), or (m) of this section 
refusing, withdrawing, or suspending approval of 
an application and shall approve such applica-
tion or reinstate such approval, as may be ap-
propriate. 

(g) Service of orders 

Orders of the Secretary issued under this sec-
tion (other than orders issuing, amending, or re-
pealing regulations) shall be served (1) in person 
by any officer or employee of the department 
designated by the Secretary or (2) by mailing 
the order by registered mail or by certified mail 
addressed to the applicant or respondent at his 
last known address in the records of the Sec-
retary. 

(h) Appeal from order 

An appeal may be taken by the applicant from 
an order of the Secretary refusing or withdraw-
ing approval of an application filed under sub-
section (b) or (m) of this section. The provisions 
of subsection (h) of section 355 of this title shall 
govern any such appeal. 

(i) Publication in Federal Register; effective date 
and revocation or suspension of regulation 

When a new animal drug application filed pur-
suant to subsection (b) of this section is ap-
proved, the Secretary shall by notice, which 
upon publication shall be effective as a regula-
tion, publish in the Federal Register the name 
and address of the applicant and the conditions 
and indications of use of the new animal drug 
covered by such application, including any tol-
erance and withdrawal period or other use re-
strictions and, if such new animal drug is in-
tended for use in animal feed, appropriate pur-
poses and conditions of use (including special la-
beling requirements) applicable to any animal 
feed for use in which such drug is approved, and 
such other information, upon the basis of which 
such application was approved, as the Secretary 
deems necessary to assure the safe and effective 
use of such drug. Upon withdrawal of approval of 
such new animal drug application or upon its 
suspension, the Secretary shall forthwith revoke 
or suspend, as the case may be, the regulation 
published pursuant to this subsection (i) insofar 
as it is based on the approval of such applica-
tion. 

(j) Exemption of drugs for research; discre-
tionary and mandatory conditions 

To the extent consistent with the public 
health, the Secretary shall promulgate regula-
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tions for exempting from the operation of this 
section new animal drugs, and animal feeds 
bearing or containing new animal drugs, in-
tended solely for investigational use by experts 
qualified by scientific training and experience to 
investigate the safety and effectiveness of ani-
mal drugs. Such regulations may, in the discre-
tion of the Secretary, among other conditions 
relating to the protection of the public health, 
provide for conditioning such exemption upon 
the establishment and maintenance of such 
records, and the making of such reports to the 
Secretary, by the manufacturer or the sponsor 
of the investigation of such article, of data (in-
cluding but not limited to analytical reports by 
investigators) obtained as a result of such inves-
tigational use of such article, as the Secretary 
finds will enable him to evaluate the safety and 
effectiveness of such article in the event of the 
filing of an application pursuant to this section. 
Such regulations, among other things, shall set 
forth the conditions (if any) upon which animals 
treated with such articles, and any products of 
such animals (before or after slaughter), may be 
marketed for food use. 

(k) Food containing new animal drug considered 
unadulterated while approval of application 
for such drug is effective 

While approval of an application for a new ani-
mal drug is effective, a food shall not, by reason 
of bearing or containing such drug or any sub-
stance formed in or on the food because of its 
use in accordance with such application (includ-
ing the conditions and indications of use pre-
scribed pursuant to subsection (i) of this sec-
tion), be considered adulterated within the 
meaning of clause (1) of section 342(a) of this 
title. 

(l) Records and reports; required information; 
regulations and orders; examination of data; 
access to records 

(1) In the case of any new animal drug for 
which an approval of an application filed pursu-
ant to subsection (b) of this section is in effect, 
the applicant shall establish and maintain such 
records, and make such reports to the Secretary, 
of data relating to experience, including experi-
ence with uses authorized under subsection 
(a)(4)(A) of this section, and other data or infor-
mation, received or otherwise obtained by such 
applicant with respect to such drug, or with re-
spect to animal feeds bearing or containing such 
drug, as the Secretary may by general regula-
tion, or by order with respect to such applica-
tion, prescribe on the basis of a finding that 
such records and reports are necessary in order 
to enable the Secretary to determine, or facili-
tate a determination, whether there is or may 
be ground for invoking subsection (e) or sub-
section (m)(4) of this section. Such regulation or 
order shall provide, where the Secretary deems 
it to be appropriate, for the examination, upon 
request, by the persons to whom such regulation 
or order is applicable, of similar information re-
ceived or otherwise obtained by the Secretary. 

(2) Every person required under this sub-
section to maintain records, and every person in 
charge or custody thereof, shall, upon request of 
an officer or employee designated by the Sec-
retary, permit such officer or employee at all 

reasonable times to have access to and copy and 
verify such records. 

(m)(1) Filing application for uses of animal feed 
containing new animal drug; contents 

Any person may file with the Secretary an ap-
plication with respect to any intended use or 
uses of an animal feed bearing or containing a 
new animal drug. Such person shall submit to 
the Secretary as part of the application (A) a 
full statement of the composition of such ani-
mal feed, (B) an identification of the regulation 
or regulations (relating to the new animal drug 
or drugs to be used in such feed), published pur-
suant to subsection (i) of this section, on which 
he relies as a basis for approval of his applica-
tion with respect to the use of such drug in such 
feed, (C) a full description of the methods used 
in, and the facilities and controls used for, the 
manufacture, processing, and packing of such 
animal feed, (D) specimens of the labeling pro-
posed to be used for such animal feed, and (E) if 
so requested by the Secretary, samples of such 
animal feed or components thereof. 

(2) Period for approval of application; period for, 
notice, and expedition of hearing; period for 
issuance of order 

Within ninety days after the filing of an appli-
cation pursuant to paragraph (1) of this sub-
section, or such additional period as may be 
agreed upon by the Secretary and the applicant, 
the Secretary shall either (A) issue an order ap-
proving the application if he then finds that 
none of the grounds for denying approval speci-
fied in paragraph (3) applies, or (B) give the ap-
plicant notice of an opportunity for a hearing 
before the Secretary under paragraph (3) on the 
question whether such application is approvable. 
The procedure governing such a hearing shall be 
the procedure set forth in the last two sentences 
of subsection (c) of this section. 

(3) Grounds for refusing application; approval of 
application; approval effective during exist-
ence of subsection (i) regulation 

If the Secretary, after due notice to the appli-
cant in accordance with paragraph (2) and giving 
him an opportunity for a hearing in accordance 
with such paragraph, finds, on the basis of infor-
mation submitted to him as part of the applica-
tion or on the basis of any other information be-
fore him— 

(A) that there is not in effect a regulation 
under subsection (i) of this section (identified 
in such application) on the basis of which such 
application may be approved; 

(B) that such animal feed (including the pro-
posed use of any new animal drug therein or 
thereon) does not conform to an applicable 
regulation published pursuant to subsection (i) 
of this section referred to in the application, 
or that the purposes and conditions or indica-
tions of use prescribed, recommended, or sug-
gested in the labeling of such feed do not con-
form to the applicable purposes and conditions 
or indications of use (including warnings) pub-
lished pursuant to subsection (i) of this sec-
tion or such labeling omits or fails to conform 
to other applicable information published pur-
suant to subsection (i) of this section; 

(C) that the methods used in, and the facili-
ties and controls used for, the manufacture, 
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processing, and packing of such animal feed 
are inadequate to preserve the identity, 
strength, quality, and purity of the new ani-
mal drug therein; or 

(D) that, based on a fair evaluation of all 
material facts, such labeling is false or mis-
leading in any particular; 

he shall issue an order refusing to approve the 
application. If, after such notice and oppor-
tunity for hearing, the Secretary finds that sub-
paragraphs (A) through (D) do not apply, he 
shall issue an order approving the application. 
An order under this subsection approving an ap-
plication with respect to an animal feed bearing 
or containing a new animal drug shall be effec-
tive only while there is in effect a regulation 
pursuant to subsection (i) of this section, on the 
basis of which such application (or a supplement 
thereto) was approved, relating to the use of 
such drug in or on such feed. 

(4) Withdrawal of approval; grounds; immediate 
suspension upon finding imminent hazard to 
health of man or animals 

(A) The Secretary shall, after due notice and 
opportunity for hearing to the applicant, issue 
an order withdrawing approval of an application 
with respect to any animal feed under this sub-
section if the Secretary finds— 

(i) that the application contains any untrue 
statement of a material fact; or 

(ii) that the applicant has made any changes 
from the standpoint of safety or effectiveness 
beyond the variations provided for in the ap-
plication unless he has supplemented the ap-
plication by filing with the Secretary ade-
quate information respecting all such changes 
and unless there is in effect an approval of the 
supplemental application. The supplemental 
application shall be treated in the same man-
ner as the original application. 

If the Secretary (or in his absence the officer 
acting as Secretary) finds that there is an immi-
nent hazard to the health of man or of the ani-
mals for which such animal feed is intended, he 
may suspend the approval of such application 
immediately, and give the applicant prompt no-
tice of his action and afford the applicant the 
opportunity for an expedited hearing under this 
subsection; but the authority conferred by this 
sentence shall not be delegated. 

(B) The Secretary may also, after due notice 
and opportunity for hearing to the applicant, 
issue an order withdrawing the approval of an 
application with respect to any animal feed 
under this subsection if the Secretary finds— 

(i) that the applicant has failed to establish 
a system for maintaining required records, or 
has repeatedly or deliberately failed to main-
tain such records or to make required reports 
in accordance with a regulation or order under 
paragraph (5)(A) of this subsection, or the ap-
plicant has refused to permit access to, or 
copying or verification of, such records as re-
quired by subparagraph (B) of such paragraph; 

(ii) that on the basis of new information be-
fore him, evaluated together with the evidence 
before him when such application was ap-
proved, the methods used in, or the facilities 
and controls used for, the manufacture, proc-

essing, and packing of such animal feed are in-
adequate to assure and preserve the identity, 
strength, quality, and purity of the new ani-
mal drug therein, and were not made adequate 
within a reasonable time after receipt of writ-
ten notice from the Secretary, specifying the 
matter complained of; or 

(iii) that on the basis of new information be-
fore him, evaluated together with the evidence 
before him when the application was approved, 
the labeling of such animal feed, based on a 
fair evaluation of all material facts, is false or 
misleading in any particular and was not cor-
rected within a reasonable time after receipt 
of written notice from the Secretary specify-
ing the matter complained of. 

(C) Any order under paragraph (4) of this sub-
section shall state the findings upon which it is 
based. 

(5) Records and reports; regulations and orders; 
access to records 

In the case of an animal feed for which an ap-
proval of an application filed pursuant to this 
subsection is in effect— 

(A) the applicant shall establish and main-
tain such records, and make such reports to 
the Secretary, or (at the option of the Sec-
retary) to the appropriate person or persons 
holding an approved application filed under 
subsection (b) of this section, as the Secretary 
may by general regulation, or by order with 
respect to such application, prescribe on the 
basis of a finding that such records and reports 
are necessary in order to enable the Secretary 
to determine, or facilitate a determination, 
whether there is or may be ground for invok-
ing subsection (e) of this section or paragraph 
(4) of this subsection. 

(B) every person required under this sub-
section to maintain records, and every person 
in charge or custody thereof, shall, upon re-
quest of an officer or employee designated by 
the Secretary, permit such officer or employee 
at all reasonable times to have access to and 
copy and verify such records. 

(n) Abbreviated applications for new animal 
drugs; contents, filing, etc.; lists of approved 
drugs 

(1) An abbreviated application for a new ani-
mal drug shall contain— 

(A)(i) except as provided in clause (ii), infor-
mation to show that the conditions of use or 
similar limitations (whether in the labeling or 
published pursuant to subsection (i) of this 
section) prescribed, recommended, or sug-
gested in the labeling proposed for the new 
animal drug have been previously approved for 
a new animal drug listed under paragraph (4) 
(hereinafter in this subsection referred to as 
an ‘‘approved new animal drug’’), and 

(ii) information to show that the withdrawal 
period at which residues of the new animal 
drug will be consistent with the tolerances es-
tablished for the approved new animal drug is 
the same as the withdrawal period previously 
established for the approved new animal drug 
or, if the withdrawal period is proposed to be 
different, information showing that the resi-
dues of the new animal drug at the proposed 
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different withdrawal period will be consistent 
with the tolerances established for the ap-
proved new animal drug; 

(B)(i) information to show that the active 
ingredients of the new animal drug are the 
same as those of the approved new animal 
drug, and 

(ii) if the approved new animal drug has 
more than one active ingredient, and if one of 
the active ingredients of the new animal drug 
is different from one of the active ingredients 
of the approved new animal drug and the ap-
plication is filed pursuant to the approval of a 
petition filed under paragraph (3)— 

(I) information to show that the other ac-
tive ingredients of the new animal drug are 
the same as the active ingredients of the ap-
proved new animal drug, 

(II) information to show either that the 
different active ingredient is an active ingre-
dient of another approved new animal drug 
or of an animal drug which does not meet 
the requirements of section 321(v) of this 
title, and 

(III) such other information respecting the 
different active ingredients as the Secretary 
may require; 

(C)(i) if the approved new animal drug is per-
mitted to be used with one or more animal 
drugs in animal feed, information to show that 
the proposed uses of the new animal drug with 
other animal drugs in animal feed are the 
same as the uses of the approved new animal 
drug, and 

(ii) if the approved new animal drug is per-
mitted to be used with one or more other ani-
mal drugs in animal feed, and one of the other 
animal drugs proposed for use with the new 
animal drug in animal feed is different from 
one of the other animal drugs permitted to be 
used in animal feed with the approved new 
animal drug, and the application is filed pur-
suant to the approval of a petition filed under 
paragraph (3)— 

(I) information to show either that the dif-
ferent animal drug proposed for use with the 
approved new animal drug in animal feed is 
an approved new animal drug permitted to 
be used in animal feed or does not meet the 
requirements of section 321(v) of this title 
when used with another animal drug in ani-
mal feed, 

(II) information to show that other animal 
drugs proposed for use with the new animal 
drug in animal feed are the same as the 
other animal drugs permitted to be used 
with the approved new animal drug, and 

(III) such other information respecting the 
different animal drug or combination with 
respect to which the petition was filed as the 
Secretary may require, 

(D) information to show that the route of ad-
ministration, the dosage form, and the 
strength of the new animal drug are the same 
as those of the approved new animal drug or, 
if the route of administration, the dosage 
form, or the strength of the new animal drug 
is different and the application is filed pursu-
ant to the approval of a petition filed under 
paragraph (3), such information respecting the 

route of administration, dosage form, or 
strength with respect to which the petition 
was filed as the Secretary may require; 

(E) information to show that the new animal 
drug is bioequivalent to the approved new ani-
mal drug, except that if the application is filed 
pursuant to the approval of a petition filed 
under paragraph (3) for the purposes described 
in subparagraph (B) or (C), information to 
show that the active ingredients of the new 
animal drug are of the same pharmacological 
or therapeutic class as the pharmacological or 
therapeutic class of the approved new animal 
drug and that the new animal drug can be ex-
pected to have the same therapeutic effect as 
the approved new animal drug when used in 
accordance with the labeling; 

(F) information to show that the labeling 
proposed for the new animal drug is the same 
as the labeling approved for the approved new 
animal drug except for changes required be-
cause of differences approved under a petition 
filed under paragraph (3), because of a dif-
ferent withdrawal period, or because the new 
animal drug and the approved new animal 
drug are produced or distributed by different 
manufacturers; 

(G) the items specified in clauses (B) 
through (F) of subsection (b)(1) of this section; 

(H) a certification, in the opinion of the ap-
plicant and to the best of his knowledge, with 
respect to each patent which claims the ap-
proved new animal drug or which claims a use 
for such approved new animal drug for which 
the applicant is seeking approval under this 
subsection and for which information is re-
quired to be filed under subsection (b)(1) or 
(c)(3) of this section— 

(i) that such patent information has not 
been filed, 

(ii) that such patent has expired, 
(iii) of the date on which such patent will 

expire, or 
(iv) that such patent is invalid or will not 

be infringed by the manufacture, use, or sale 
of the new animal drug for which the appli-
cation is filed; and 

(I) if with respect to the approved new ani-
mal drug information was filed under sub-
section (b)(1) or (c)(3) of this section for a 
method of use patent which does not claim a 
use for which the applicant is seeking ap-
proval of an application under subsection (c)(2) 
of this section, a statement that the method of 
use patent does not claim such a use. 

The Secretary may not require that an abbre-
viated application contain information in addi-
tion to that required by subparagraphs (A) 
through (I). 

(2)(A) An applicant who makes a certification 
described in paragraph (1)(G)(iv) shall include in 
the application a statement that the applicant 
will give the notice required by subparagraph 
(B) to— 

(i) each owner of the patent which is the sub-
ject of the certification or the representative 
of such owner designated to receive such no-
tice, and 

(ii) the holder of the approved application 
under subsection (c)(1) of this section for the 
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drug which is claimed by the patent or a use 
of which is claimed by the patent or the rep-
resentative of such holder designated to re-
ceive such notice. 

(B) The notice referred to in subparagraph (A) 
shall state that an application, which contains 
data from bioequivalence studies, has been filed 
under this subsection for the drug with respect 
to which the certification is made to obtain ap-
proval to engage in the commercial manufac-
ture, use, or sale of such drug before the expira-
tion of the patent referred to in the certifi-
cation. Such notice shall include a detailed 
statement of the factual and legal basis of the 
applicant’s opinion that the patent is not valid 
or will not be infringed. 

(C) If an application is amended to include a 
certification described in paragraph (1)(G)(iv), 
the notice required by subparagraph (B) shall be 
given when the amended application is filed. 

(3) If a person wants to submit an abbreviated 
application for a new animal drug— 

(A) whose active ingredients, route of ad-
ministration, dosage form, or strength differ 
from that of an approved new animal drug, or 

(B) whose use with other animal drugs in 
animal feed differs from that of an approved 
new animal drug, 

such person shall submit a petition to the Sec-
retary seeking permission to file such an appli-
cation. The Secretary shall approve a petition 
for a new animal drug unless the Secretary finds 
that— 

(C) investigations must be conducted to 
show the safety and effectiveness, in animals 
to be treated with the drug, of the active in-
gredients, route of administration, dosage 
form, strength, or use with other animal drugs 
in animal feed which differ from the approved 
new animal drug, or 

(D) investigations must be conducted to 
show the safety for human consumption of any 
residues in food resulting from the proposed 
active ingredients, route of administration, 
dosage form, strength, or use with other ani-
mal drugs in animal feed for the new animal 
drug which is different from the active ingre-
dients, route of administration, dosage form, 
strength, or use with other animal drugs in 
animal feed of the approved new animal drug. 

The Secretary shall approve or disapprove a pe-
tition submitted under this paragraph within 90 
days of the date the petition is submitted. 

(4)(A)(i) Within 60 days of November 16, 1988, 
the Secretary shall publish and make available 
to the public a list in alphabetical order of the 
official and proprietary name of each new ani-
mal drug which has been approved for safety and 
effectiveness before November 16, 1988. 

(ii) Every 30 days after the publication of the 
first list under clause (i) the Secretary shall re-
vise the list to include each new animal drug 
which has been approved for safety and effec-
tiveness under subsection (c) of this section dur-
ing the 30 day period. 

(iii) When patent information submitted under 
subsection (b)(1) or (c)(3) of this section respect-
ing a new animal drug included on the list is to 
be published by the Secretary, the Secretary 
shall, in revisions made under clause (ii), in-
clude such information for such drug. 

(B) A new animal drug approved for safety and 
effectiveness before November 16, 1988, or ap-
proved for safety and effectiveness under sub-
section (c) of this section shall, for purposes of 
this subsection, be considered to have been pub-
lished under subparagraph (A) on the date of its 
approval or November 16, 1988, whichever is 
later. 

(C) If the approval of a new animal drug was 
withdrawn or suspended under subsection 
(c)(2)(G) of this section or for grounds described 
in subsection (e) of this section or if the Sec-
retary determines that a drug has been with-
drawn from sale for safety or effectiveness rea-
sons, it may not be published in the list under 
subparagraph (A) or, if the withdrawal or sus-
pension occurred after its publication in such 
list, it shall be immediately removed from such 
list— 

(i) for the same period as the withdrawal or 
suspension under subsection (c)(2)(G) or (e) of 
this section, or 

(ii) if the listed drug has been withdrawn 
from sale, for the period of withdrawal from 
sale or, if earlier, the period ending on the 
date the Secretary determines that the with-
drawal from sale is not for safety or effective-
ness reasons. 

A notice of the removal shall be published in the 
Federal Register. 

(5) If an application contains the information 
required by clauses (A), (G), and (H) of sub-
section (b)(1) of this section and such informa-
tion— 

(A) is relied on by the applicant for the ap-
proval of the application, and 

(B) is not information derived either from 
investigations, studies, or tests conducted by 
or for the applicant or for which the applicant 
had obtained a right of reference or use from 
the person by or for whom the investigations, 
studies, or tests were conducted, 

such application shall be considered to be an ap-
plication filed under subsection (b)(2) of this sec-
tion. 

(o) ‘‘Patent’’ defined 

For purposes of this section, the term ‘‘pat-
ent’’ means a patent issued by the Patent and 
Trademark Office of the Department of Com-
merce. 

(p) Safety and effectiveness data 

(1) Safety and effectiveness data and informa-
tion which has been submitted in an application 
filed under subsection (b)(1) of this section for a 
drug and which has not previously been dis-
closed to the public shall be made available to 
the public, upon request, unless extraordinary 
circumstances are shown— 

(A) if no work is being or will be undertaken 
to have the application approved, 

(B) if the Secretary has determined that the 
application is not approvable and all legal ap-
peals have been exhausted, 

(C) if approval of the application under sub-
section (c) of this section is withdrawn and all 
legal appeals have been exhausted, 

(D) if the Secretary has determined that 
such drug is not a new drug, or 

(E) upon the effective date of the approval of 
the first application filed under subsection 
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(b)(2) of this section which refers to such drug 
or upon the date upon which the approval of 
an application filed under subsection (b)(2) of 
this section which refers to such drug could be 
made effective if such an application had been 
filed. 

(2) Any request for data and information pur-
suant to paragraph (1) shall include a verified 
statement by the person making the request 
that any data or information received under 
such paragraph shall not be disclosed by such 
person to any other person— 

(A) for the purpose of, or as part of a plan, 
scheme, or device for, obtaining the right to 
make, use, or market, or making, using, or 
marketing, outside the United States, the 
drug identified in the application filed under 
subsection (b)(1) of this section, and 

(B) without obtaining from any person to 
whom the data and information are disclosed 
an identical verified statement, a copy of 
which is to be provided by such person to the 
Secretary, which meets the requirements of 
this paragraph. 

(June 25, 1938, ch. 675, § 512, as added July 13, 
1968, Pub. L. 90–399, § 101(b), 82 Stat. 343; amended 
Nov. 16, 1988, Pub. L. 100–670, title I, §§ 101, 102, 
104, 107(a)(2), 102 Stat. 3971, 3981, 3982, 3984; Aug. 
17, 1991, Pub. L. 102–108, § 2(e), 105 Stat. 550; Aug. 
13, 1993, Pub. L. 103–80, § 3(r), 107 Stat. 777; Oct. 
22, 1994, Pub. L. 103–396, § 2(a), (b)(2), (3), 108 Stat. 
4153, 4154.) 

AMENDMENTS 

1994—Subsec. (a)(4), (5). Pub. L. 103–396, § 2(a), added 

pars. (4) and (5). 
Subsec. (e)(1)(A). Pub. L. 103–396, § 2(b)(2), inserted be-

fore semicolon at end ‘‘or the condition of use author-

ized under subsection (a)(4)(A) of this section’’. 
Subsec. (l)(1). Pub. L. 103–396, § 2(b)(3), substituted 

‘‘relating to experience, including experience with uses 

authorized under subsection (a)(4)(A) of this section,’’ 

for ‘‘relating to experience’’. 
1993—Subsec. (c)(2)(A)(ii). Pub. L. 103–80, § 3(r)(1), in-

serted ‘‘in’’ after ‘‘except as provided’’. 
Subsec. (c)(2)(F)(i). Pub. L. 103–80, § 3(r)(2), substituted 

‘‘subparagraph (D)(iii)’’ for ‘‘subparagraph (C)(iii)’’. 
Subsec. (c)(2)(H)(ii). Pub. L. 103–80, § 3(r)(3), sub-

stituted ‘‘subclauses’’ for ‘‘subclause’’ after ‘‘bioequiva-

lency information described in’’ in concluding provi-

sions. 
Subsec. (d)(1). Pub. L. 103–80, § 3(r)(4), substituted 

‘‘subparagraphs (A) through (I)’’ for ‘‘subparagraphs (A) 

through (G)’’ in concluding provisions. 
Subsec. (n)(1). Pub. L. 103–80, § 3(r)(5), substituted 

‘‘section 321(v) of this title’’ for ‘‘section 321(w) of this 

title’’ in subpars. (B)(ii)(II) and (C)(ii)(I) and sub-

stituted ‘‘through (I)’’ for ‘‘through (H)’’ in concluding 

provisions. 
1991—Subsec. (e)(1)(B). Pub. L. 102–108 substituted 

‘‘(I)’’ for ‘‘(H)’’. 
1988—Subsec. (a)(1)(C). Pub. L. 100–670, § 107(a)(2), 

struck out subpar. (C) which read as follows: ‘‘in the 

case of a new animal drug subject to subsection (n) of 

this section and not exempted therefrom by regulations 

it is from a batch with respect to which a certificate or 

release issued pursuant to subsection (n) of this section 

is in effect with respect to such drug.’’ 
Subsec. (b). Pub. L. 100–670, §§ 101(a), 102(a), designated 

existing provisions as par. (1), redesignated cls. (1) to 

(8) as cls. (A) to (H), respectively, added par. (2), and in-

serted provisions at end of par. (1) which require appli-

cant to file with application, patent number and expi-

ration date of any patent which claims new animal 

drug, to amend application to include such information 

if patent which claims such drug or method of using 

such drug is issued after filing date but before approval 

of application, and to publish such information upon 

approval. 

Subsec. (c). Pub. L. 100–670, §§ 101(c), 102(b)(1), des-

ignated existing provisions as par. (1), redesignated cls. 

(1) and (2) as cls. (A) and (B), respectively, and added 

pars. (2) and (3). 

Subsec. (d)(1). Pub. L. 100–670, § 102(b)(3), substituted 

‘‘(G)’’ for ‘‘(H)’’ in last sentence. 

Subsec. (d)(1)(G) to (I). Pub. L. 100–670, § 102(b)(2), 

added subpar. (G) and redesignated former subpars. (G) 

and (H) as (H) and (I), respectively. 

Subsec. (e)(1)(D) to (F). Pub. L. 100–670, § 102(b)(4), 

added subpar. (D) and redesignated former subpars. (D) 

and (E) as (E) and (F), respectively. 

Subsecs. (n) to (p). Pub. L. 100–670, § 101(b), added sub-

secs. (n) to (p) and struck out former subsec. (n) which 

related to certification of new drugs containing penicil-

lin, streptomycin, chlortetracycline, chloramphenicol, 

or bacitracin, and release prior to certification. 

EFFECTIVE DATE OF 1994 AMENDMENT 

Section 2(d) of Pub. L. 103–396 provided that: ‘‘The 

amendments made by this section [amending this sec-

tion and section 331 of this title] shall take effect upon 

the adoption of the final regulations under subsection 

(c) [set out below].’’ 

EFFECTIVE DATE OF 1988 AMENDMENT 

Section 108 of Pub. L. 100–670 provided that: ‘‘The Sec-

retary of Health and Human Services may not make an 

approval of an application submitted under section 

512(b)(2) of the Federal Food, Drug, and Cosmetic Act 

(21 U.S.C. 360b(b)(2)) effective before January 1, 1991.’’ 

EFFECTIVE DATE AND TRANSITIONAL PROVISIONS 

Section 108 of Pub. L. 90–399 provided that: 

‘‘(a) Except as otherwise provided in this section, the 

amendments made by the foregoing sections [see Short 

Title of 1968 Amendment note set out under section 301 

of this title] shall take effect on the first day of the 

thirteenth calendar month which begins after the date 

of enactment of this Act [July 13, 1968]. 

‘‘(b)(1) As used in this subsection, the term ‘effective 

date’ means the effective date specified in subsection 

(a) of this section; the term ‘basic Act’ means the Fed-

eral Food, Drug, and Cosmetic Act [this chapter]; and 

other terms used both in this section and the basic Act 

shall have the same meaning as they have, or had, at 

the time referred to in the context, under the basic 

Act. 

‘‘(2) Any approval, prior to the effective date, of a 

new animal drug or of an animal feed bearing or con-

taining a new animal drug, whether granted by ap-

proval of a new-drug application, master file, antibiotic 

regulation, or food additive regulations, shall continue 

in effect, and shall be subject to change in accordance 

with the provisions of the basic Act as amended by this 

Act [see Short Title of 1968 Amendment note set out 

under section 301 of this title]. 

‘‘(3) In the case of any drug (other than a drug subject 

to section 512(n) of the basic Act as amended by this 

Act) [subsection (n) of this section] intended for use in 

animals other than man which, on October 9, 1962, (A) 

was commercially used or sold in the United States, (B) 

was not a new drug as defined by section 201(p) of the 

basic Act [section 321(p) of this title] as then in force, 

and (C) was not covered by an effective application 

under section 505 of that Act [section 355 of this title], 

the words ‘effectiveness’ and ‘effective’ contained in 

section 201(w) as added by this Act to the basic Act 

[section 321(w) of this title] shall not apply to such 

drug when intended solely for use under conditions pre-

scribed, recommended, or suggested in labeling with re-

spect to such drug on that day. 

‘‘(4) Regulations providing for fees (and advance de-

posits to cover fees) which on the day preceding the ef-

fective date applicable under subsection (a) of this sec-
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tion were in effect pursuant to section 507 of the basic 

Act [section 357 of this title] shall, except as the Sec-

retary may otherwise prescribe, be deemed to apply 

also under section 512(n) of the basic Act [subsection 

(n) of this section], and appropriations of fees (and of 

advance deposits to cover fees) available for the pur-

poses specified in such section 507 [section 357 of this 

title] as in effect prior to the effective date shall also 

be available for the purposes specified in section 512(n) 

[subsection (n) of this section], including preparatory 

work or proceedings prior to that date.’’ 

REGULATIONS 

Section 2(c) of Pub. L. 103–396 provided that: ‘‘Not 

later than 2 years after the date of the enactment of 

this Act [Oct. 22, 1994], the Secretary of Health and 

Human Services shall promulgate regulations to imple-

ment paragraphs (4)(A) and (5) of section 512(a) of the 

Federal Food, Drug, and Cosmetic Act [21 U.S.C. 

360b(a)(4)(A), (5)] (as amended by subsection (a)).’’ 

Section 103 of Pub. L. 100–670 provided that: 

‘‘(a) GENERAL RULE.—The Secretary of Health and 

Human Services shall promulgate, in accordance with 

the notice and comment requirements of section 553 of 

title 5, United States Code, such regulations as may be 

necessary for the administration of section 512 of the 

Federal Food, Drug, and Cosmetic Act [21 U.S.C. 360b], 

as amended by sections 101 through 103 of this title, 

within one year of the date of enactment of this Act 

[Nov. 16, 1988]. 

‘‘(b) TRANSITION.—During the period beginning 60 

days after the date of enactment of this Act [Nov. 16, 

1988] and ending on the date regulations promulgated 

under subsection (a) take effect, abbreviated new ani-

mal drug applications may be submitted in accordance 

with the provisions of section 314.55 and part 320 of title 

21 of the Code of Federal Regulations and shall be con-

sidered as suitable for any drug which has been ap-

proved for safety and effectiveness under section 512(c) 

of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 

360b(c)] before the date of enactment of this Act. If any 

such provision of section 314.55 or part 320 is inconsist-

ent with the requirements of section 512 of the Federal 

Food, Drug, and Cosmetic Act (as amended by this 

title), the Secretary shall consider the application 

under the applicable requirements of section 512 (as so 

amended).’’ 

DRUGS PRIMARILY MANUFACTURED USING 

BIOTECHNOLOGY 

Section 106 of Pub. L. 100–670 provided that: ‘‘Not-

withstanding section 512(b)(2) of the Federal Food, 

Drug, and Cosmetic Act [21 U.S.C. 360b(b)(2)], the Sec-

retary of Health and Human Services may not approve 

an abbreviated application submitted under such sec-

tion for a new animal drug which is primarily manufac-

tured using recombinant DNA, recombinant RNA, hy-

bridoma technology, or other processes involving site 

specific genetic manipulation techniques.’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 321, 331, 342, 351, 

353, 360, 381, 382, 827 of this title; title 28 section 2201; 

title 35 sections 156, 271. 

§ 360c. Classification of devices intended for 
human use 

(a) Classes of devices 

(1) There are established the following classes 
of devices intended for human use: 

(A) CLASS I, GENERAL CONTROLS.— 
(i) A device for which the controls author-

ized by or under section 351, 352, 360, 360f, 
360h, 360i, or 360j of this title or any combi-
nation of such sections are sufficient to pro-
vide reasonable assurance of the safety and 
effectiveness of the device. 

(ii) A device for which insufficient infor-
mation exists to determine that the controls 
referred to in clause (i) are sufficient to pro-
vide reasonable assurance of the safety and 
effectiveness of the device or to establish 
special controls to provide such assurance, 
but because it— 

(I) is not purported or represented to be 
for a use in supporting or sustaining 
human life or for a use which is of substan-
tial importance in preventing impairment 
of human health, and 

(II) does not present a potential unrea-
sonable risk of illness or injury, 

is to be regulated by the controls referred to 
in clause (i). 

(B) CLASS II, SPECIAL CONTROLS.—A device 
which cannot be classified as a class I device 
because the general controls by themselves 
are insufficient to provide reasonable assur-
ance of the safety and effectiveness of the de-
vice, and for which there is sufficient informa-
tion to establish special controls to provide 
such assurance, including the promulgation of 
performance standards, postmarket surveil-
lance, patient registries, development and dis-
semination of guidelines (including guidelines 
for the submission of clinical data in pre-
market notification submissions in accordance 
with section 360(k) of this title), recommenda-
tions, and other appropriate actions as the 
Secretary deems necessary to provide such as-
surance. For a device that is purported or rep-
resented to be for a use in supporting or sus-
taining human life, the Secretary shall exam-
ine and identify the special controls, if any, 
that are necessary to provide adequate assur-
ance of safety and effectiveness and describe 
how such controls provide such assurance. 

(C) CLASS III, PREMARKET APPROVAL.—A de-
vice which because— 

(i) it (I) cannot be classified as a class I de-
vice because insufficient information exists 
to determine that the application of general 
controls are sufficient to provide reasonable 
assurance of the safety and effectiveness of 
the device, and (II) cannot be classified as a 
class II device because insufficient informa-
tion exists to determine that the special 
controls described in subparagraph (B) would 
provide reasonable assurance of its safety 
and effectiveness, and 

(ii)(I) is purported or represented to be for 
a use in supporting or sustaining human life 
or for a use which is of substantial impor-
tance in preventing impairment of human 
health, or 

(II) presents a potential unreasonable risk 
of illness or injury, 

is to be subject, in accordance with section 
360e of this title, to premarket approval to 
provide reasonable assurance of its safety and 
effectiveness. 

If there is not sufficient information to estab-
lish a performance standard for a device to pro-
vide reasonable assurance of its safety and effec-
tiveness, the Secretary may conduct such ac-
tivities as may be necessary to develop or obtain 
such information. 
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(2) For purposes of this section and sections 
360d and 360e of this title, the safety and effec-
tiveness of a device are to be determined— 

(A) with respect to the persons for whose use 
the device is represented or intended, 

(B) with respect to the conditions of use pre-
scribed, recommended, or suggested in the la-
beling of the device, and 

(C) weighing any probable benefit to health 
from the use of the device against any prob-
able risk of injury or illness from such use. 

(3)(A) Except as authorized by subparagraph 
(B), the effectiveness of a device is, for purposes 
of this section and sections 360d and 360e of this 
title, to be determined, in accordance with regu-
lations promulgated by the Secretary, on the 
basis of well-controlled investigations, including 
clinical investigations where appropriate, by ex-
perts qualified by training and experience to 
evaluate the effectiveness of the device, from 
which investigations it can fairly and respon-
sibly be concluded by qualified experts that the 
device will have the effect it purports or is rep-
resented to have under the conditions of use pre-
scribed, recommended, or suggested in the label-
ing of the device. 

(B) If the Secretary determines that there ex-
ists valid scientific evidence (other than evi-
dence derived from investigations described in 
subparagraph (A))— 

(i) which is sufficient to determine the effec-
tiveness of a device, and 

(ii) from which it can fairly and responsibly 
be concluded by qualified experts that the de-
vice will have the effect it purports or is rep-
resented to have under the conditions of use 
prescribed, recommended, or suggested in the 
labeling of the device, 

then, for purposes of this section and sections 
360d and 360e of this title, the Secretary may au-
thorize the effectiveness of the device to be de-
termined on the basis of such evidence. 

(b) Classification panels 

(1) For purposes of— 
(A) determining which devices intended for 

human use should be subject to the require-
ments of general controls, performance stand-
ards, or premarket approval, and 

(B) providing notice to the manufacturers 
and importers of such devices to enable them 
to prepare for the application of such require-
ments to devices manufactured or imported by 
them, 

the Secretary shall classify all such devices 
(other than devices classified by subsection (f) of 
this section) into the classes established by sub-
section (a) of this section. For the purpose of se-
curing recommendations with respect to the 
classification of devices, the Secretary shall es-
tablish panels of experts or use panels of experts 
established before May 28, 1976, or both. Section 
14 of the Federal Advisory Committee Act shall 
not apply to the duration of a panel established 
under this paragraph. 

(2) The Secretary shall appoint to each panel 
established under paragraph (1) persons who are 
qualified by training and experience to evaluate 
the safety and effectiveness of the devices to be 
referred to the panel and who, to the extent fea-

sible, possess skill in the use of, or experience in 
the development, manufacture, or utilization of, 
such devices. The Secretary shall make appoint-
ments to each panel so that each panel shall 
consist of members with adequately diversified 
expertise in such fields as clinical and adminis-
trative medicine, engineering, biological and 
physical sciences, and other related professions. 
In addition, each panel shall include as non-
voting members a representative of consumer 
interests and a representative of interests of the 
device manufacturing industry. Scientific, 
trade, and consumer organizations shall be af-
forded an opportunity to nominate individuals 
for appointment to the panels. No individual 
who is in the regular full-time employ of the 
United States and engaged in the administra-
tion of this chapter may be a member of any 
panel. The Secretary shall designate one of the 
members of each panel to serve as chairman 
thereof. 

(3) Panel members (other than officers or em-
ployees of the United States), while attending 
meetings or conferences of a panel or otherwise 
engaged in its business, shall be entitled to re-
ceive compensation at rates to be fixed by the 
Secretary, but not at rates exceeding the daily 
equivalent of the rate in effect for grade GS–18 
of the General Schedule, for each day so en-
gaged, including traveltime; and while so serv-
ing away from their homes or regular places of 
business each member may be allowed travel ex-
penses (including per diem in lieu of subsist-
ence) as authorized by section 5703 of title 5, for 
persons in the Government service employed 
intermittently. 

(4) The Secretary shall furnish each panel with 
adequate clerical and other necessary assist-
ance. 

(c) Classification panel organization and oper-
ation 

(1) The Secretary shall organize the panels ac-
cording to the various fields of clinical medicine 
and fundamental sciences in which devices in-
tended for human use are used. The Secretary 
shall refer a device to be classified under this 
section to an appropriate panel established or 
authorized to be used under subsection (b) of 
this section for its review and for its recom-
mendation respecting the classification of the 
device. The Secretary shall by regulation pre-
scribe the procedure to be followed by the panels 
in making their reviews and recommendations. 
In making their reviews of devices, the panels, 
to the maximum extent practicable, shall pro-
vide an opportunity for interested persons to 
submit data and views on the classification of 
the devices. 

(2)(A) Upon completion of a panel’s review of a 
device referred to it under paragraph (1), the 
panel shall, subject to subparagraphs (B) and 
(C), submit to the Secretary its recommendation 
for the classification of the device. Any such 
recommendation shall (i) contain (I) a summary 
of the reasons for the recommendation, (II) a 
summary of the data upon which the recom-
mendation is based, and (III) an identification of 
the risks to health (if any) presented by the de-
vice with respect to which the recommendation 
is made, and (ii) to the extent practicable, in-
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clude a recommendation for the assignment of a 
priority for the application of the requirements 
of section 360d or 360e of this title to a device 
recommended to be classified in class II or class 
III. 

(B) A recommendation of a panel for the clas-
sification of a device in class I shall include a 
recommendation as to whether the device 
should be exempted from the requirements of 
section 360, 360i, or 360j(f) of this title. 

(C) In the case of a device which has been re-
ferred under paragraph (1) to a panel, and 
which— 

(i) is intended to be implanted in the human 
body or is purported or represented to be for a 
use in supporting or sustaining human life, 
and 

(ii)(I) has been introduced or delivered for 
introduction into interstate commerce for 
commercial distribution before May 28, 1976, 
or 

(II) is within a type of device which was so 
introduced or delivered before such date and is 
substantially equivalent to another device 
within that type, 

such panel shall recommend to the Secretary 
that the device be classified in class III unless 
the panel determines that classification of the 
device in such class is not necessary to provide 
reasonable assurance of its safety and effective-
ness. If a panel does not recommend that such a 
device be classified in class III, it shall in its 
recommendation to the Secretary for the classi-
fication of the device set forth the reasons for 
not recommending classification of the device in 
such class. 

(3) The panels shall submit to the Secretary 
within one year of the date funds are first appro-
priated for the implementation of this section 
their recommendations respecting all devices of 
a type introduced or delivered for introduction 
into interstate commerce for commercial dis-
tribution before May 28, 1976. 

(d) Panel recommendation; publication; prior-
ities 

(1) Upon receipt of a recommendation from a 
panel respecting a device, the Secretary shall 
publish in the Federal Register the panel’s rec-
ommendation and a proposed regulation clas-
sifying such device and shall provide interested 
persons an opportunity to submit comments on 
such recommendation and the proposed regula-
tion. After reviewing such comments, the Sec-
retary shall, subject to paragraph (2), by regula-
tion classify such device. 

(2)(A) A regulation under paragraph (1) clas-
sifying a device in class I shall prescribe which, 
if any, of the requirements of section 360, 360i, or 
360j(f) of this title shall not apply to the device. 
A regulation which makes a requirement of sec-
tion 360, 360i, or 360j(f) of this title inapplicable 
to a device shall be accompanied by a statement 
of the reasons of the Secretary for making such 
requirement inapplicable. 

(B) A device described in subsection (c)(2)(C) of 
this section shall be classified in class III unless 
the Secretary determines that classification of 
the device in such class is not necessary to pro-
vide reasonable assurance of its safety and effec-
tiveness. A proposed regulation under paragraph 

(1) classifying such a device in a class other than 
class III shall be accompanied by a full state-
ment of the reasons of the Secretary (and sup-
porting documentation and data) for not clas-
sifying such device in such class and an identi-
fication of the risks to health (if any) presented 
by such device. 

(3) In the case of devices classified in class II 
and devices classified under this subsection in 
class III and described in section 360e(b)(1) of 
this title the Secretary may establish priorities 
which, in his discretion, shall be used in apply-
ing sections 360d and 360e of this title, as appro-
priate, to such devices. 

(e) Classification changes 

(1) Based on new information respecting a de-
vice, the Secretary may, upon his own initiative 
or upon petition of an interested person, by reg-
ulation (A) change such device’s classification, 
and (B) revoke, because of the change in classi-
fication, any regulation or requirement in effect 
under section 360d or 360e of this title with re-
spect to such device. In the promulgation of 
such a regulation respecting a device’s classi-
fication, the Secretary may secure from the 
panel to which the device was last referred pur-
suant to subsection (c) of this section a recom-
mendation respecting the proposed change in 
the device’s classification and shall publish in 
the Federal Register any recommendation sub-
mitted to the Secretary by the panel respecting 
such change. A regulation under this subsection 
changing the classification of a device from 
class III to class II may provide that such classi-
fication shall not take effect until the effective 
date of a performance standard established 
under section 360d of this title for such device. 

(2) By regulation promulgated under para-
graph (1), the Secretary may change the classi-
fication of a device from class III— 

(A) to class II if the Secretary determines 
that special controls would provide reasonable 
assurance of the safety and effectiveness of 
the device and that general controls would not 
provide reasonable assurance of the safety and 
effectiveness of the device, or 

(B) to class I if the Secretary determines 
that general controls would provide reason-
able assurance of the safety and effectiveness 
of the device. 

(f) Initial classification and reclassification of 
certain devices 

(1) Any device intended for human use which 
was not introduced or delivered for introduction 
into interstate commerce for commercial dis-
tribution before May 28, 1976, is classified in 
class III unless— 

(A) the device— 
(i) is within a type of device (I) which was 

introduced or delivered for introduction into 
interstate commerce for commercial dis-
tribution before such date and which is to be 
classified pursuant to subsection (b) of this 
section, or (II) which was not so introduced 
or delivered before such date and has been 
classified in class I or II, and 

(ii) is substantially equivalent to another 
device within such type, or 

(B) the Secretary in response to a petition 
submitted under paragraph (2) has classified 
such device in class I or II. 
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A device classified in class III under this para-
graph shall be classified in that class until the 
effective date of an order of the Secretary under 
paragraph (2) classifying the device in class I or 
II. 

(2)(A) The Secretary may initiate the reclassi-
fication of a device classified into class III under 
paragraph (1) of this subsection or the manufac-
turer or importer of a device classified under 
paragraph (1) may petition the Secretary (in 
such form and manner as he shall prescribe) for 
the issuance of an order classifying the device in 
class I or class II. Within thirty days of the fil-
ing of such a petition, the Secretary shall notify 
the petitioner of any deficiencies in the petition 
which prevent the Secretary from making a de-
cision on the petition. 

(B)(i) Upon determining that a petition does 
not contain any deficiency which prevents the 
Secretary from making a decision on the peti-
tion, the Secretary may for good cause shown 
refer the petition to an appropriate panel estab-
lished or authorized to be used under subsection 
(b) of this section. A panel to which such a peti-
tion has been referred shall not later than nine-
ty days after the referral of the petition make a 
recommendation to the Secretary respecting ap-
proval or denial of the petition. Any such rec-
ommendation shall contain (I) a summary of the 
reasons for the recommendation, (II) a summary 
of the data upon which the recommendation is 
based, and (III) an identification of the risks to 
health (if any) presented by the device with re-
spect to which the petition was filed. In the case 
of a petition for a device which is intended to be 
implanted in the human body or which is pur-
ported or represented to be for a use in support-
ing or sustaining human life, the panel shall rec-
ommend that the petition be denied unless the 
panel determines that the classification in class 
III of the device is not necessary to provide rea-
sonable assurance of its safety and effectiveness. 
If the panel recommends that such petition be 
approved, it shall in its recommendation to the 
Secretary set forth its reasons for such recom-
mendation. 

(ii) The requirements of paragraphs (1) and (2) 
of subsection (c) of this section (relating to op-
portunities for submission of data and views and 
recommendations respecting priorities and ex-
emptions from sections 360, 360i, and 360j(f) of 
this title) shall apply with respect to consider-
ation by panels of petitions submitted under 
subparagraph (A). 

(C)(i) Within ninety days from the date the 
Secretary receives the recommendation of a 
panel respecting a petition (but not later than 
210 days after the filing of such petition) the 
Secretary shall by order deny or approve the pe-
tition. If the Secretary approves the petition, 
the Secretary shall order the classification of 
the device into class I or class II in accordance 
with the criteria prescribed by subsection 
(a)(1)(A) or (a)(1)(B) of this section. In the case 
of a petition for a device which is intended to be 
implanted in the human body or which is pur-
ported or represented to be for a use in support-
ing or sustaining human life, the Secretary shall 
deny the petition unless the Secretary deter-
mines that the classification in class III of the 
device is not necessary to provide reasonable as-

surance of its safety and effectiveness. An order 
approving such petition shall be accompanied by 
a full statement of the reasons of the Secretary 
(and supporting documentation and data) for ap-
proving the petition and an identification of the 
risks to health (if any) presented by the device 
to which such order applies. 

(ii) The requirements of paragraphs (1) and 
(2)(A) of subsection (d) of this section (relating 
to publication of recommendations, opportunity 
for submission of comments, and exemption 
from sections 360, 360i, and 360j(f) of this title) 
shall apply with respect to action by the Sec-
retary on petitions submitted under subpara-
graph (A). 

(3) If a manufacturer reports to the Secretary 
under section 360(k) of this title that a device is 
substantially equivalent to another device— 

(A) which the Secretary has classified as a 
class III device under subsection (b) of this 
section, 

(B) which was introduced or delivered for in-
troduction into interstate commerce for com-
mercial distribution before December 1, 1990, 
and 

(C) for which no final regulation requiring 
premarket approval has been promulgated 
under section 360e(b) of this title, 

the manufacturer shall certify to the Secretary 
that the manufacturer has conducted a reason-
able search of all information known or other-
wise available to the manufacturer respecting 
such other device and has included in the report 
under section 360(k) of this title a summary of 
and a citation to all adverse safety and effec-
tiveness data respecting such other device and 
respecting the device for which the section 
360(k) report is being made and which has not 
been submitted to the Secretary under section 
360i of this title. The Secretary may require the 
manufacturer to submit the adverse safety and 
effectiveness data described in the report. 

(g) Information 

Within sixty days of the receipt of a written 
request of any person for information respecting 
the class in which a device has been classified or 
the requirements applicable to a device under 
this chapter, the Secretary shall provide such 
person a written statement of the classification 
(if any) of such device and the requirements of 
this chapter applicable to the device. 

(h) Definitions 

For purposes of this section and sections 351, 
360, 360d, 360e, 360f, 360i, and 360j of this title 

(1) a reference to ‘‘general controls’’ is a ref-
erence to the controls authorized by or under 
sections 351, 352, 360, 360f, 360h, 360i, and 360j of 
this title, 

(2) a reference to ‘‘class I’’, ‘‘class II’’, or 
‘‘class III’’ is a reference to a class of medical 
devices described in subparagraph (A), (B), or 
(C) of subsection (a)(1) of this section, and 

(3) a reference to a ‘‘panel under section 360c 
of this title’’ is a reference to a panel estab-
lished or authorized to be used under this sec-
tion. 

(i) Substantial equivalence 

(1)(A) For purposes of determinations of sub-
stantial equivalence under subsection (f) of this 
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section and section 360j(l) of this title, the term 
‘‘substantially equivalent’’ or ‘‘substantial 
equivalence’’ means, with respect to a device 
being compared to a predicate device, that the 
device has the same intended use as the predi-
cate device and that the Secretary by order has 
found that the device— 

(i) has the same technological characteris-
tics as the predicate device, or 

(ii)(I) has different technological character-
istics and the information submitted that the 
device is substantially equivalent to the predi-
cate device contains information, including 
clinical data if deemed necessary by the Sec-
retary, that demonstrates that the device is as 
safe and effective as a legally marketed de-
vice, and (II) does not raise different questions 
of safety and efficacy than the predicate de-
vice. 

(B) For purposes of subparagraph (A), the term 
‘‘different technological characteristics’’ means, 
with respect to a device being compared to a 
predicate device, that there is a significant 
change in the materials, design, energy source, 
or other features of the device from those of the 
predicate device. 

(2) A device may not be found to be substan-
tially equivalent to a predicate device that has 
been removed from the market at the initiative 
of the Secretary or that has been determined to 
be misbranded or adulterated by a judicial 
order. 

(3)(A) As part of a submission under section 
360(k) of this title respecting a device, the per-
son required to file a premarket notification 
under such section shall provide an adequate 
summary of any information respecting safety 
and effectiveness or state that such information 
will be made available upon request by any per-
son. 

(B) Any summary under subparagraph (A) re-
specting a device shall contain detailed informa-
tion regarding data concerning adverse health 
effects and shall be made available to the public 
by the Secretary within 30 days of the issuance 
of a determination that such device is substan-
tially equivalent to another device. 

(June 25, 1938, ch. 675, § 513, as added May 28, 1976, 
Pub. L. 94–295, § 2, 90 Stat. 540; amended Nov. 28, 
1990, Pub. L. 101–629, §§ 4(a), 5(a)–(c)(1), (3), 12(a), 
18(a), 104 Stat. 4515, 4517, 4518, 4523, 4528; June 16, 
1992, Pub. L. 102–300, § 6(e), 106 Stat. 240; Aug. 13, 
1993, Pub. L. 103–80, § 3(s), 107 Stat. 778.) 

REFERENCES IN TEXT 

Section 14 of the Federal Advisory Committee Act, 

referred to in subsec. (b)(1), is section 14 of Pub. L. 

92–463, which is set out in the Appendix to Title 5, Gov-

ernment Organization and Employees. 

AMENDMENTS 

1993—Subsec. (b)(3). Pub. L. 103–80 substituted ‘‘5703’’ 

for ‘‘5703(b)’’. 
1992—Subsec. (f)(3). Pub. L. 102–300 redesignated 

clauses (i) to (iii) as subpars. (A) to (C), respectively, 

and substituted ‘‘the section 360(k) report’’ for ‘‘the 

360(k) report’’ in closing provisions. 
1990—Subsec. (a)(1)(A)(ii). Pub. L. 101–629, § 5(a)(1), 

substituted ‘‘or to establish special controls’’ for ‘‘or to 

establish a performance standard’’. 
Subsec. (a)(1)(B). Pub. L. 101–629, § 5(a)(2), amended 

subpar. (B) generally. Prior to amendment, subpar. (B) 

read as follows: ‘‘CLASS II, PERFORMANCE STANDARDS.— 

A device which cannot be classified as a class I device 

because the controls authorized by or under sections 

351, 352, 360, 360f, 360h, 360i, and 360j of this title by 

themselves are insufficient to provide reasonable assur-

ance of the safety and effectiveness of the device, for 

which there is sufficient information to establish a per-

formance standard to provide such assurance, and for 

which it is therefore necessary to establish for the de-

vice a performance standard under section 360d of this 

title to provide reasonable assurance of its safety and 

effectiveness.’’ 
Subsec. (a)(1)(C)(i). Pub. L. 101–629, § 5(a)(3), amended 

cl. (i) generally. Prior to amendment, cl. (i) read as fol-

lows: ‘‘it (I) cannot be classified as a class I device be-

cause insufficient information exists to determine that 

the controls authorized by or under sections 351, 352, 

360, 360f, 360h, 360i, and 360j of this title are sufficient 

to provide reasonable assurance of the safety and effec-

tiveness of the device and (II) cannot be classified as a 

class II device because insufficient information exists 

for the establishment of a performance standard to pro-

vide reasonable assurance of its safety and effective-

ness, and’’. 
Subsec. (e). Pub. L. 101–629, § 5(b), designated existing 

provisions as par. (1), redesignated cls. (1) and (2) as (A) 

and (B), respectively, and added par. (2). 
Subsec. (f). Pub. L. 101–629, § 5(c)(3), inserted ‘‘and re-

classification’’ before ‘‘of’’ in heading. 
Subsec. (f)(2)(A). Pub. L. 101–629, § 5(c)(1), substituted 

‘‘The Secretary may initiate the reclassification of a 

device classified into class III under paragraph (1) of 

this subsection or the manufacturer’’ for ‘‘The manu-

facturer’’. 
Subsec. (f)(2)(B)(i). Pub. L. 101–629, § 18(a), substituted 

‘‘the Secretary may for good cause shown’’ for ‘‘the 

Secretary shall’’. 
Subsec. (f)(3). Pub. L. 101–629, § 4(a), added par. (3). 
Subsec. (i). Pub. L. 101–629, § 12(a), added subsec. (i). 

SHORT TITLE OF 1976 AMENDMENT 

Pub. L. 94–295, § 1(a), May 28, 1976, 90 Stat. 539, pro-

vided that: ‘‘This Act [enacting sections 360c to 360k, 

379, and 379a of this title and section 3512 of Title 42, 

The Public Health and Welfare, and amending sections 

321, 331, 334, 351, 352, 358, 360, 374, 379e, and 381 of this 

title and section 55 of Title 15, Commerce and Trade] 

may be cited as the ‘Medical Device Amendments of 

1976’.’’ 

REGULATIONS 

Section 12(b) of Pub. L. 101–629 provided that: ‘‘Within 

12 months of the date of the enactment of this Act 

[Nov. 28, 1990], the Secretary of Health and Human 

Services shall issue regulations establishing the re-

quirements of the summaries under section 513(i)(3) of 

the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 

360c(i)(3)], as added by the amendment made by sub-

section (a).’’ 

DAILY WEAR SOFT OR DAILY WEAR NONHYDROPHILIC 

PLASTIC CONTACT LENSES 

Section 4(b)(3) of Pub. L. 101–629 provided that: 
‘‘(A) Notwithstanding section 520(l)(5) of the Federal 

Food, Drug, and Cosmetic Act [21 U.S.C. 360j(l)(5)], the 

Secretary of Health and Human Services shall not re-

tain any daily wear soft or daily wear nonhydrophilic 

plastic contact lens in class III under such Act [this 

chapter] unless the Secretary finds that it meets the 

criteria set forth in section 513(a)(1)(C) of such Act [21 

U.S.C. 360c(a)(1)(C)]. The finding and the grounds for 

the finding shall be published in the Federal Register. 

For any such lens, the Secretary shall make the deter-

mination respecting reclassification required in section 

520(l)(5)(B) of such Act within 24 months of the date of 

the enactment of this paragraph [Nov. 28, 1990]. 
‘‘(B) The Secretary of Health and Human Services 

may by notice published in the Federal Register extend 

the two-year period prescribed by subparagraph (A) for 

a lens for an additional period not to exceed one year. 
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‘‘(C)(i) Before classifying a lens in class II pursuant to 

subparagraph (A), the Secretary of Health and Human 

Services shall pursuant to section 513(a)(1)(B) of such 

Act assure that appropriate regulatory safeguards are 

in effect which provide reasonable assurance of the 

safety and effectiveness of such lens, including clinical 

and preclinical data if deemed necessary by the Sec-

retary. 

‘‘(ii) Prior to classifying a lens in class I pursuant to 

subparagraph (A), the Secretary shall assure that ap-

propriate regulatory safeguards are in effect which pro-

vide reasonable assurance of the safety and effective-

ness of such lens, including clinical and preclinical 

data if deemed necessary by the Secretary. 

‘‘(D) Notwithstanding section 520(l)(5) of such Act, if 

the Secretary of Health and Human Services has not 

made the finding and published the finding required by 

subparagraph (A) within 36 months of the date of the 

enactment of this subparagraph [Nov. 28, 1990], the Sec-

retary shall issue an order placing the lens in class II. 

‘‘(E) Any person adversely affected by a final regula-

tion under this paragraph revising the classification of 

a lens may challenge the revision of the classification 

of such lens only by filing a petition under section 

513(e) for a classification change.’’ 

REFERENCES IN OTHER LAWS TO GS–16, 17, OR 18 PAY 

RATES 

References in laws to the rates of pay for GS–16, 17, 

or 18, or to maximum rates of pay under the General 

Schedule, to be considered references to rates payable 

under specified sections of Title 5, Government Organi-

zation and Employees, see section 529 [title I, § 101(c)(1)] 

of Pub. L. 101–509, set out in a note under section 5376 

of Title 5. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 351, 360, 

360d, 360e, 360g, 360j of this title. 

§ 360d. Performance standards 

(a) Reasonable assurance of safe and effective 
performance; periodic evaluation 

(1) The special controls required by section 
360c(a)(1)(B) of this title shall include perform-
ance standards for a class II device if the Sec-
retary determines that a performance standard 
is necessary to provide reasonable assurance of 
the safety and effectiveness of the device. A 
class III device may also be considered a class II 
device for purposes of establishing a standard 
for the device under this section if the device 
has been reclassified as a class II device under a 
regulation under section 360c(e) of this title but 
such regulation provides that the reclassifica-
tion is not to take effect until the effective date 
of such a standard for the device. 

(2) A performance standard established under 
this section for a device— 

(A) shall include provisions to provide rea-
sonable assurance of its safe and effective per-
formance; 

(B) shall, where necessary to provide reason-
able assurance of its safe and effective per-
formance, include— 

(i) provisions respecting the construction, 
components, ingredients, and properties of 
the device and its compatibility with power 
systems and connections to such systems, 

(ii) provisions for the testing (on a sample 
basis or, if necessary, on an individual basis) 
of the device or, if it is determined that no 
other more practicable means are available 
to the Secretary to assure the conformity of 

the device to the standard, provisions for the 
testing (on a sample basis or, if necessary, 
on an individual basis) by the Secretary or 
by another person at the direction of the 
Secretary, 

(iii) provisions for the measurement of the 
performance characteristics of the device, 

(iv) provisions requiring that the results of 
each or of certain of the tests of the device 
required to be made under clause (ii) show 
that the device is in conformity with the 
portions of the standard for which the test 
or tests were required, and 

(v) a provision requiring that the sale and 
distribution of the device be restricted but 
only to the extent that the sale and distribu-
tion of a device may be restricted under a 
regulation under section 360j(e) of this title; 
and 

(C) shall, where appropriate, require the use 
and prescribe the form and content of labeling 
for the proper installation, maintenance, oper-
ation, and use of the device. 

(3) The Secretary shall provide for periodic 
evaluation of performance standards established 
under this section to determine if such stand-
ards should be changed to reflect new medical, 
scientific, or other technological data. 

(4) In carrying out his duties under this sec-
tion, the Secretary shall, to the maximum ex-
tent practicable— 

(A) use personnel, facilities, and other tech-
nical support available in other Federal agen-
cies, 

(B) consult with other Federal agencies con-
cerned with standard-setting and other nation-
ally or internationally recognized standard- 
setting entities, and 

(C) invite appropriate participation, through 
joint or other conferences, workshops, or other 
means, by informed persons representative of 
scientific, professional, industry, or consumer 
organizations who in his judgment can make a 
significant contribution. 

(b) Establishment of a standard 

(1)(A) The Secretary shall publish in the Fed-
eral Register a notice of proposed rulemaking 
for the establishment, amendment, or revoca-
tion of any performance standard for a device. 

(B) A notice of proposed rulemaking for the es-
tablishment or amendment of a performance 
standard for a device shall— 

(i) set forth a finding with supporting jus-
tification that the performance standard is ap-
propriate and necessary to provide reasonable 
assurance of the safety and effectiveness of 
the device, 

(ii) set forth proposed findings with respect 
to the risk of illness or injury that the per-
formance standard is intended to reduce or 
eliminate, 

(iii) invite interested persons to submit to 
the Secretary, within 30 days of the publica-
tion of the notice, requests for changes in the 
classification of the device pursuant to section 
360c(e) of this title based on new information 
relevant to the classification, and 

(iv) invite interested persons to submit an 
existing performance standard for the device, 
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including a draft or proposed performance 
standard, for consideration by the Secretary. 

(C) A notice of proposed rulemaking for the 
revocation of a performance standard shall set 
forth a finding with supporting justification 
that the performance standard is no longer nec-
essary to provide reasonable assurance of the 
safety and effectiveness of a device. 

(D) The Secretary shall provide for a comment 
period of not less than 60 days. 

(2) If, after publication of a notice in accord-
ance with paragraph (1), the Secretary receives 
a request for a change in the classification of 
the device, the Secretary shall, within 60 days of 
the publication of the notice, after consultation 
with the appropriate panel under section 360c of 
this title, either deny the request or give notice 
of an intent to initiate such change under sec-
tion 360c(e) of this title. 

(3)(A) After the expiration of the period for 
comment on a notice of proposed rulemaking 
published under paragraph (1) respecting a per-
formance standard and after consideration of 
such comments and any report from an advisory 
committee under paragraph (5), the Secretary 
shall (i) promulgate a regulation establishing a 
performance standard and publish in the Federal 
Register findings on the matters referred to in 
paragraph (1), or (ii) publish a notice terminat-
ing the proceeding for the development of the 
standard together with the reasons for such ter-
mination. If a notice of termination is pub-
lished, the Secretary shall (unless such notice is 
issued because the device is a banned device 
under section 360f of this title) initiate a pro-
ceeding under section 360c(e) of this title to re-
classify the device subject to the proceeding ter-
minated by such notice. 

(B) A regulation establishing a performance 
standard shall set forth the date or dates upon 
which the standard shall take effect, but no such 
regulation may take effect before one year after 
the date of its publication unless (i) the Sec-
retary determines that an earlier effective date 
is necessary for the protection of the public 
health and safety, or (ii) such standard has been 
established for a device which, effective upon 
the effective date of the standard, has been re-
classified from class III to class II. Such date or 
dates shall be established so as to minimize, 
consistent with the public health and safety, 
economic loss to, and disruption or dislocation 
of, domestic and international trade. 

(4)(A) The Secretary, upon his own initiative 
or upon petition of an interested person may by 
regulation, promulgated in accordance with the 
requirements of paragraphs (1), (2), and (3)(B) of 
this subsection, amend or revoke a performance 
standard. 

(B) The Secretary may declare a proposed 
amendment of a performance standard to be ef-
fective on and after its publication in the Fed-
eral Register and until the effective date of any 
final action taken on such amendment if he de-
termines that making it so effective is in the 
public interest. A proposed amendment of a per-
formance standard made so effective under the 
preceding sentence may not prohibit, during the 
period in which it is so effective, the introduc-
tion or delivery for introduction into interstate 
commerce of a device which conforms to such 

standard without the change or changes pro-
vided by such proposed amendment. 

(5)(A) The Secretary— 
(i) may on his own initiative refer a pro-

posed regulation for the establishment, 
amendment, or revocation of a performance 
standard, or 

(ii) shall, upon the request of an interested 
person which demonstrates good cause for re-
ferral and which is made before the expiration 
of the period for submission of comments on 
such proposed regulation refer such proposed 
regulation, 

to an advisory committee of experts, established 
pursuant to subparagraph (B), for a report and 
recommendation with respect to any matter in-
volved in the proposed regulation which requires 
the exercise of scientific judgment. If a proposed 
regulation is referred under this subparagraph 
to an advisory committee, the Secretary shall 
provide the advisory committee with the data 
and information on which such proposed regula-
tion is based. The advisory committee shall, 
within sixty days of the referral of a proposed 
regulation and after independent study of the 
data and information furnished to it by the Sec-
retary and other data and information before it, 
submit to the Secretary a report and recom-
mendation respecting such regulation, together 
with all underlying data and information and a 
statement of the reason or basis for the recom-
mendation. A copy of such report and recom-
mendation shall be made public by the Sec-
retary. 

(B) The Secretary shall establish advisory 
committees (which may not be panels under sec-
tion 360c of this title) to receive referrals under 
subparagraph (A). The Secretary shall appoint 
as members of any such advisory committee per-
sons qualified in the subject matter to be re-
ferred to the committee and of appropriately di-
versified professional background, except that 
the Secretary may not appoint to such a com-
mittee any individual who is in the regular full- 
time employ of the United States and engaged 
in the administration of this chapter. Each such 
committee shall include as nonvoting members 
a representative of consumer interests and a 
representative of interests of the device manu-
facturing industry. Members of an advisory 
committee who are not officers or employees of 
the United States, while attending conferences 
or meetings of their committee or otherwise 
serving at the request of the Secretary, shall be 
entitled to receive compensation at rates to be 
fixed by the Secretary, which rates may not ex-
ceed the daily equivalent of the rate in effect for 
grade GS–18 of the General Schedule, for each 
day (including traveltime) they are so engaged; 
and while so serving away from their homes or 
regular places of business each member may be 
allowed travel expenses, including per diem in 
lieu of subsistence, as authorized by section 5703 
of title 5 for persons in the Government service 
employed intermittently. The Secretary shall 
designate one of the members of each advisory 
committee to serve as chairman thereof. The 
Secretary shall furnish each advisory committee 
with clerical and other assistance, and shall by 
regulation prescribe the procedures to be fol-
lowed by each such committee in acting on re-
ferrals made under subparagraph (A). 
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(June 25, 1938, ch. 675, § 514, as added May 28, 1976, 
Pub. L. 94–295, § 2, 90 Stat. 546; amended Oct. 8, 
1976, Pub. L. 94–460, title III, § 304, 90 Stat. 1960; 
Nov. 28, 1990, Pub. L. 101–629, §§ 6(a), (b)(1), 18(b), 
104 Stat. 4519, 4528; June 16, 1992, Pub. L. 102–300, 
§ 6(g), 106 Stat. 241; Aug. 13, 1993, Pub. L. 103–80, 
§ 4(a)(1), 107 Stat. 779.) 

AMENDMENTS 

1993—Subsec. (b)(4)(B), (5)(A)(ii). Pub. L. 103–80 

amended directory language of Pub. L. 101–619, § 18(b), 

identical to amendment by Pub. L. 102–300, § 6(g)(1). See 

1992 and 1990 Amendment notes below. 
1992—Subsec. (b)(4)(B), (5)(A)(ii). Pub. L. 102–300 made 

technical corrections to directory language of Pub. L. 

101–629, § 18(b)(1), (2). See 1990 Amendment note below. 
1990—Subsec. (a)(1). Pub. L. 101–629, § 6(a)(1), sub-

stituted ‘‘The special controls required by section 

360c(a)(1)(B) of this title shall include performance 

standards for a class II device if the Secretary deter-

mines that a performance standard is necessary to pro-

vide reasonable assurance of the safety and effective-

ness of the device.’’ for ‘‘The Secretary may by regula-

tion, promulgated in accordance with this section, es-

tablish a performance standard for a class II device.’’ 
Subsec. (b). Pub. L. 101–629, § 6(a)(2), (3), redesignated 

subsec. (g) as (b) and struck out former subsec. (b) 

which read as follows: 
‘‘(1) A proceeding for the development of a perform-

ance standard for a device shall be initiated by the Sec-

retary by the publication in the Federal Register of no-

tice of the opportunity to submit to the Secretary a re-

quest (within fifteen days of the date of the publication 

of the notice) for a change in the classification of the 

device based on new information relevant to its classi-

fication. 
‘‘(2) If, after publication of a notice pursuant to para-

graph (1) the Secretary receives a request for a change 

in the device’s classification, he shall, within sixty 

days of the publication of such notice and after con-

sultation with the appropriate panel under section 360c 

of this title, by order published in the Federal Register, 

either deny the request for change in classification or 

give notice of his intent to initiate such a change under 

section 360c(e) of this title.’’ 
Subsec. (b)(1), (2). Pub. L. 101–629, § 6(a)(4), amended 

pars. (1) and (2) generally. Prior to amendment, pars. 

(1) and (2) read as follows: 
‘‘(1)(A) After publication pursuant to subsection (c) of 

this section of a notice respecting a performance stand-

ard for a device, the Secretary shall either— 
‘‘(i) publish, in the Federal Register in a notice of 

proposed rulemaking, a proposed performance stand-

ard for the device (I) developed by an offeror under 

such notice and accepted by the Secretary, (II) devel-

oped under subsection (c)(4) of this section, (III) ac-

cepted by the Secretary under subsection (d) of this 

section, or (IV) developed by him under subsection (f) 

of this section, or 
‘‘(ii) issue a notice in the Federal Register that the 

proceeding is terminated together with the reasons 

for such termination. 
‘‘(B) If the Secretary issues under subparagraph 

(A)(ii) a notice of termination of a proceeding to estab-

lish a performance standard for a device, he shall (un-

less such notice is issued because the device is a banned 

device under section 360f of this title) initiate a pro-

ceeding under section 360c(e) of this title to reclassify 

the device subject to the proceeding terminated by 

such notice. 
‘‘(2) A notice of proposed rulemaking for the estab-

lishment of a performance standard for a device pub-

lished under paragraph (1)(A)(i) shall set forth proposed 

findings with respect to the degree of the risk of illness 

or injury designed to be eliminated or reduced by the 

proposed standard and the benefit to the public from 

the device.’’ 
Subsec. (b)(3)(A)(i). Pub. L. 101–629, § 6(b)(1)(A), sub-

stituted ‘‘paragraph (1)’’ for ‘‘paragraph (2)’’. 

Subsec. (b)(4)(A). Pub. L. 101–629, § 6(b)(1)(B), sub-

stituted ‘‘paragraphs (1), (2), and (3)(B)’’ for ‘‘para-

graphs (2) and (3)(B)’’. 

Subsec. (b)(4)(B). Pub. L. 101–629, § 18(b)(1), as amend-

ed by Pub. L. 102–300, § 6(g)(1), (2), and Pub. L. 103–80, 

§ 4(a)(1), struck out ‘‘, after affording all interested per-

sons an opportunity for an informal hearing,’’ after ‘‘if 

he determines’’. 

Subsec. (b)(5)(A)(ii). Pub. L. 101–629, § 18(b)(2), as 

amended by Pub. L. 102–300, § 6(g)(1), (3), and Pub. L. 

103–80, § 4(a)(1), substituted ‘‘which demonstrates good 

cause for referral and which is made before the expira-

tion of the period for submission of comments on such 

proposed regulation refer such proposed regulation,’’ 

for ‘‘unless the Secretary finds the request to be with-

out good cause or the request is made after the expira-

tion of the period for submission of comments on such 

proposed regulation refer such proposed regulation,’’. 

Subsecs. (c) to (f). Pub. L. 101–629, § 6(a)(2), struck out 

subsec. (c) relating to invitations for standards, subsec. 

(d) relating to acceptance of certain existing standards, 

subsec. (e) relating to acceptance of offers to develop 

standards, and subsec. (f) relating to development of 

standards by the Secretary after publication of notice 

inviting submissions or offers of standards. 

Subsec. (g). Pub. L. 101–629, § 6(a)(3), redesignated sub-

sec. (g) as (b). 

1976—Subsec. (a). Pub. L. 94–460 redesignated pars. (4) 

and (5) as (3) and (4), respectively. Section as originally 

enacted contained no par. (3). 

REFERENCES IN OTHER LAWS TO GS–16, 17, OR 18 PAY 

RATES 

References in laws to the rates of pay for GS–16, 17, 

or 18, or to maximum rates of pay under the General 

Schedule, to be considered references to rates payable 

under specified sections of Title 5, Government Organi-

zation and Employees, see section 529 [title I, § 101(c)(1)] 

of Pub. L. 101–509, set out in a note under section 5376 

of Title 5. 

TERMINATION OF ADVISORY COMMITTEES 

Advisory committees in existence on Jan. 5, 1973, to 

terminate not later than the expiration of the 2-year 

period following Jan. 5, 1973, and advisory committees 

established after Jan. 5, 1973, to terminate not later 

than the expiration of the 2-year period beginning on 

the date of their establishment, unless in the case of a 

committee established by the President or an officer of 

the Federal Government, such committee is renewed by 

appropriate action prior to the expiration of such 2- 

year period, or in the case of a committee established 

by Congress, its duration is otherwise provided by law. 

See section 14 of Pub. L. 92–463, Oct. 6, 1972, 86 Stat. 776, 

set out in the Appendix to Title 5, Government Organi-

zation and Employees. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 351, 352, 360, 

360c, 360e, 360g, 360j, 381 of this title. 

§ 360e. Premarket approval 

(a) General requirement 

A class III device— 
(1) which is subject to a regulation promul-

gated under subsection (b) of this section; or 
(2) which is a class III device because of sec-

tion 360c(f) of this title, 

is required to have, unless exempt under section 
360j(g) of this title, an approval under this sec-
tion of an application for premarket approval. 

(b) Regulation to require premarket approval 

(1) In the case of a class III device which— 
(A) was introduced or delivered for introduc-

tion into interstate commerce for commercial 
distribution before May 28, 1976; or 
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(B) is (i) of a type so introduced or delivered, 
and (ii) is substantially equivalent to another 
device within that type, 

the Secretary shall by regulation, promulgated 
in accordance with this subsection, require that 
such device have an approval under this section 
of an application for premarket approval. 

(2)(A) A proceeding for the promulgation of a 
regulation under paragraph (1) respecting a de-
vice shall be initiated by the publication in the 
Federal Register of a notice of proposed rule-
making. Such notice shall contain— 

(i) the proposed regulation; 
(ii) proposed findings with respect to the de-

gree of risk of illness or injury designed to be 
eliminated or reduced by requiring the device 
to have an approved application for premarket 
approval and the benefit to the public from 
use of the device; 

(iii) opportunity for the submission of com-
ments on the proposed regulation and the pro-
posed findings; and 

(iv) opportunity to request a change in the 
classification of the device based on new infor-
mation relevant to the classification of the de-
vice. 

(B) If, within fifteen days after publication of 
a notice under subparagraph (A), the Secretary 
receives a request for a change in the classifica-
tion of a device, he shall, within sixty days of 
the publication of such notice and after con-
sultation with the appropriate panel under sec-
tion 360c of this title, by order published in the 
Federal Register, either deny the request for 
change in classification or give notice of his in-
tent to initiate such a change under section 
360c(e) of this title. 

(3) After the expiration of the period for com-
ment on a proposed regulation and proposed 
findings published under paragraph (2) and after 
consideration of comments submitted on such 
proposed regulation and findings, the Secretary 
shall (A) promulgate such regulation and pub-
lish in the Federal Register findings on the mat-
ters referred to in paragraph (2)(A)(ii), or (B) 
publish a notice terminating the proceeding for 
the promulgation of the regulation together 
with the reasons for such termination. If a no-
tice of termination is published, the Secretary 
shall (unless such notice is issued because the 
device is a banned device under section 360f of 
this title) initiate a proceeding under section 
360c(e) of this title to reclassify the device sub-
ject to the proceeding terminated by such no-
tice. 

(4) The Secretary, upon his own initiative or 
upon petition of an interested person, may by 
regulation amend or revoke any regulation pro-
mulgated under this subsection. A regulation to 
amend or revoke a regulation under this sub-
section shall be promulgated in accordance with 
the requirements prescribed by this subsection 
for the promulgation of the regulation to be 
amended or revoked. 

(c) Application for premarket approval 

(1) Any person may file with the Secretary an 
application for premarket approval for a class 
III device. Such an application for a device shall 
contain— 

(A) full reports of all information, published 
or known to or which should reasonably be 
known to the applicant, concerning investiga-
tions which have been made to show whether 
or not such device is safe and effective; 

(B) a full statement of the components, in-
gredients, and properties and of the principle 
or principles of operation, of such device; 

(C) a full description of the methods used in, 
and the facilities and controls used for, the 
manufacture, processing, and, when relevant, 
packing and installation of, such device; 

(D) an identifying reference to any perform-
ance standard under section 360d of this title 
which would be applicable to any aspect of 
such device if it were a class II device, and ei-
ther adequate information to show that such 
aspect of such device fully meets such per-
formance standard or adequate information to 
justify any deviation from such standard; 

(E) such samples of such device and of com-
ponents thereof as the Secretary may reason-
ably require, except that where the submission 
of such samples is impracticable or unduly 
burdensome, the requirement of this subpara-
graph may be met by the submission of com-
plete information concerning the location of 
one or more such devices readily available for 
examination and testing; 

(F) specimens of the labeling proposed to be 
used for such device; and 

(G) such other information relevant to the 
subject matter of the application as the Sec-
retary, with the concurrence of the appro-
priate panel under section 360c of this title, 
may require. 

(2) Upon receipt of an application meeting the 
requirements set forth in paragraph (1), the Sec-
retary— 

(A) may on the Secretary’s own initiative, or 
(B) shall, upon the request of an applicant 

unless the Secretary finds that the informa-
tion in the application which would be re-
viewed by a panel substantially duplicates in-
formation which has previously been reviewed 
by a panel appointed under section 360c of this 
title, 

refer such application to the appropriate panel 
under section 360c of this title for study and for 
submission (within such period as he may estab-
lish) of a report and recommendation respecting 
approval of the application, together with all 
underlying data and the reasons or basis for the 
recommendation. 

(d) Action on application for premarket approval 

(1)(A) As promptly as possible, but in no event 
later than one hundred and eighty days after the 
receipt of an application under subsection (c) of 
this section (except as provided in section 
360j(l)(3)(D)(ii) of this title or unless, in accord-
ance with subparagraph (B)(i), an additional pe-
riod as agreed upon by the Secretary and the ap-
plicant), the Secretary, after considering the re-
port and recommendation submitted under para-
graph (2) of such subsection, shall— 

(i) issue an order approving the application 
if he finds that none of the grounds for deny-
ing approval specified in paragraph (2) of this 
subsection applies; or 
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(ii) deny approval of the application if he 
finds (and sets forth the basis for such finding 
as part of or accompanying such denial) that 
one or more grounds for denial specified in 
paragraph (2) of this subsection apply. 

(B)(i) The Secretary may not enter into an 
agreement to extend the period in which to take 
action with respect to an application submitted 
for a device subject to a regulation promulgated 
under subsection (b) of this section unless he 
finds that the continued availability of the de-
vice is necessary for the public health. 

(ii) An order approving an application for a de-
vice may require as a condition to such approval 
that the sale and distribution of the device be 
restricted but only to the extent that the sale 
and distribution of a device may be restricted 
under a regulation under section 360j(e) of this 
title. 

(2) The Secretary shall deny approval of an ap-
plication for a device if, upon the basis of the in-
formation submitted to the Secretary as part of 
the application and any other information be-
fore him with respect to such device, the Sec-
retary finds that— 

(A) there is a lack of a showing of reasonable 
assurance that such device is safe under the 
conditions of use prescribed, recommended, or 
suggested in the proposed labeling thereof; 

(B) there is a lack of a showing of reasonable 
assurance that the device is effective under 
the conditions of use prescribed, rec-
ommended, or suggested in the proposed label-
ing thereof; 

(C) the methods used in, or the facilities or 
controls used for, the manufacture, process-
ing, packing, or installation of such device do 
not conform to the requirements of section 
360j(f) of this title; 

(D) based on a fair evaluation of all material 
facts, the proposed labeling is false or mislead-
ing in any particular; or 

(E) such device is not shown to conform in 
all respects to a performance standard in ef-
fect under section 360d of this title compliance 
with which is a condition to approval of the 
application and there is a lack of adequate in-
formation to justify the deviation from such 
standard. 

Any denial of an application shall, insofar as the 
Secretary determines to be practicable, be ac-
companied by a statement informing the appli-
cant of the measures required to place such ap-
plication in approvable form (which measures 
may include further research by the applicant in 
accordance with one or more protocols pre-
scribed by the Secretary). 

(3) An applicant whose application has been 
denied approval may, by petition filed on or be-
fore the thirtieth day after the date upon which 
he receives notice of such denial, obtain review 
thereof in accordance with either paragraph (1) 
or (2) of subsection (g) of this section, and any 
interested person may obtain review, in accord-
ance with paragraph (1) or (2) of subsection (g) of 
this section, of an order of the Secretary approv-
ing an application. 

(e) Withdrawal and temporary suspension of ap-
proval of application 

(1) The Secretary shall, upon obtaining, where 
appropriate, advice on scientific matters from a 

panel or panels under section 360c of this title, 
and after due notice and opportunity for infor-
mal hearing to the holder of an approved appli-
cation for a device, issue an order withdrawing 
approval of the application if the Secretary 
finds— 

(A) that such device is unsafe or ineffective 
under the conditions of use prescribed, rec-
ommended, or suggested in the labeling there-
of; 

(B) on the basis of new information before 
him with respect to such device, evaluated to-
gether with the evidence available to him 
when the application was approved, that there 
is a lack of a showing of reasonable assurance 
that the device is safe or effective under the 
conditions of use prescribed, recommended, or 
suggested in the labeling thereof; 

(C) that the application contained or was ac-
companied by an untrue statement of a mate-
rial fact; 

(D) that the applicant (i) has failed to estab-
lish a system for maintaining records, or has 
repeatedly or deliberately failed to maintain 
records or to make reports, required by an ap-
plicable regulation under section 360i(a) of this 
title, (ii) has refused to permit access to, or 
copying or verification of, such records as re-
quired by section 374 of this title, or (iii) has 
not complied with the requirements of section 
360 of this title; 

(E) on the basis of new information before 
him with respect to such device, evaluated to-
gether with the evidence before him when the 
application was approved, that the methods 
used in, or the facilities and controls used for, 
the manufacture, processing, packing, or in-
stallation of such device do not conform with 
the requirements of section 360j(f) of this title 
and were not brought into conformity with 
such requirements within a reasonable time 
after receipt of written notice from the Sec-
retary of nonconformity; 

(F) on the basis of new information before 
him, evaluated together with the evidence be-
fore him when the application was approved, 
that the labeling of such device, based on a 
fair evaluation of all material facts, is false or 
misleading in any particular and was not cor-
rected within a reasonable time after receipt 
of written notice from the Secretary of such 
fact; or 

(G) on the basis of new information before 
him, evaluated together with the evidence be-
fore him when the application was approved, 
that such device is not shown to conform in all 
respects to a performance standard which is in 
effect under section 360d of this title compli-
ance with which was a condition to approval of 
the application and that there is a lack of ade-
quate information to justify the deviation 
from such standard. 

(2) The holder of an application subject to an 
order issued under paragraph (1) withdrawing 
approval of the application may, by petition 
filed on or before the thirtieth day after the 
date upon which he receives notice of such with-
drawal, obtain review thereof in accordance 
with either paragraph (1) or (2) of subsection (g) 
of this section. 

(3) If, after providing an opportunity for an in-
formal hearing, the Secretary determines there 
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is reasonable probability that the continuation 
of distribution of a device under an approved ap-
plication would cause serious, adverse health 
consequences or death, the Secretary shall by 
order temporarily suspend the approval of the 
application approved under this section. If the 
Secretary issues such an order, the Secretary 
shall proceed expeditiously under paragraph (1) 
to withdraw such application. 

(f) Product development protocol 

(1) In the case of a class III device which is re-
quired to have an approval of an application 
submitted under subsection (c) of this section, 
such device shall be considered as having such 
an approval if a notice of completion of testing 
conducted in accordance with a product develop-
ment protocol approved under paragraph (4) has 
been declared completed under paragraph (6). 

(2) Any person may submit to the Secretary a 
proposed product development protocol with re-
spect to a device. Such a protocol shall be ac-
companied by data supporting it. If, within thir-
ty days of the receipt of such a protocol, the 
Secretary determines that it appears to be ap-
propriate to apply the requirements of this sub-
section to the device with respect to which the 
protocol is submitted, he shall refer the pro-
posed protocol to the appropriate panel under 
section 360c of this title for its recommendation 
respecting approval of the protocol. 

(3) A proposed product development protocol 
for a device may be approved only if— 

(A) the Secretary determines that it is ap-
propriate to apply the requirements of this 
subsection to the device in lieu of the require-
ment of approval of an application submitted 
under subsection (c) of this section; and 

(B) the Secretary determines that the pro-
posed protocol provides— 

(i) a description of the device and the 
changes which may be made in the device, 

(ii) a description of the preclinical trials 
(if any) of the device and a specification of 
(I) the results from such trials to be required 
before the commencement of clinical trials 
of the device, and (II) any permissible vari-
ations in preclinical trials and the results 
therefrom, 

(iii) a description of the clinical trials (if 
any) of the device and a specification of (I) 
the results from such trials to be required 
before the filing of a notice of completion of 
the requirements of the protocol, and (II) 
any permissible variations in such trials and 
the results therefrom, 

(iv) a description of the methods to be used 
in, and the facilities and controls to be used 
for, the manufacture, processing, and, when 
relevant, packing and installation of the de-
vice, 

(v) an identifying reference to any per-
formance standard under section 360d of this 
title to be applicable to any aspect of such 
device, 

(vi) if appropriate, specimens of the label-
ing proposed to be used for such device, 

(vii) such other information relevant to 
the subject matter of the protocol as the 
Secretary, with the concurrence of the ap-
propriate panel or panels under section 360c 
of this title, may require, and 

(viii) a requirement for submission of 
progress reports and, when completed, 
records of the trials conducted under the 
protocol which records are adequate to show 
compliance with the protocol. 

(4) The Secretary shall approve or disapprove 
a proposed product development protocol sub-
mitted under paragraph (2) within one hundred 
and twenty days of its receipt unless an addi-
tional period is agreed upon by the Secretary 
and the person who submitted the protocol. Ap-
proval of a protocol or denial of approval of a 
protocol is final agency action subject to judi-
cial review under chapter 7 of title 5. 

(5) At any time after a product development 
protocol for a device has been approved pursuant 
to paragraph (4), the person for whom the proto-
col was approved may submit a notice of com-
pletion— 

(A) stating (i) his determination that the re-
quirements of the protocol have been fulfilled 
and that, to the best of his knowledge, there is 
no reason bearing on safety or effectiveness 
why the notice of completion should not be-
come effective, and (ii) the data and other in-
formation upon which such determination was 
made, and 

(B) setting forth the results of the trials re-
quired by the protocol and all the information 
required by subsection (c)(1) of this section. 

(6)(A) The Secretary may, after providing the 
person who has an approved protocol and oppor-
tunity for an informal hearing and at any time 
prior to receipt of notice of completion of such 
protocol, issue a final order to revoke such pro-
tocol if he finds that— 

(i) such person has failed substantially to 
comply with the requirements of the protocol, 

(ii) the results of the trials obtained under 
the protocol differ so substantially from the 
results required by the protocol that further 
trials cannot be justified, or 

(iii) the results of the trials conducted under 
the protocol or available new information do 
not demonstrate that the device tested under 
the protocol does not present an unreasonable 
risk to health and safety. 

(B) After the receipt of a notice of completion 
of an approved protocol the Secretary shall, 
within the ninety-day period beginning on the 
date such notice is received, by order either de-
clare the protocol completed or declare it not 
completed. An order declaring a protocol not 
completed may take effect only after the Sec-
retary has provided the person who has the pro-
tocol opportunity for an informal hearing on the 
order. Such an order may be issued only if the 
Secretary finds— 

(i) such person has failed substantially to 
comply with the requirements of the protocol, 

(ii) the results of the trials obtained under 
the protocol differ substantially from the re-
sults required by the protocol, or 

(iii) there is a lack of a showing of reason-
able assurance of the safety and effectiveness 
of the device under the conditions of use pre-
scribed, recommended, or suggested in the pro-
posed labeling thereof. 

(C) A final order issued under subparagraph 
(A) or (B) shall be in writing and shall contain 
the reasons to support the conclusions thereof. 
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(7) At any time after a notice of completion 
has become effective, the Secretary may issue 
an order (after due notice and opportunity for an 
informal hearing to the person for whom the no-
tice is effective) revoking the approval of a de-
vice provided by a notice of completion which 
has become effective as provided in subpara-
graph (B) if he finds that any of the grounds list-
ed in subparagraphs (A) through (G) of sub-
section (e)(1) of this section apply. Each ref-
erence in such subparagraphs to an application 
shall be considered for purposes of this para-
graph as a reference to a protocol and the notice 
of completion of such protocol, and each ref-
erence to the time when an application was ap-
proved shall be considered for purposes of this 
paragraph as a reference to the time when a no-
tice of completion took effect. 

(8) A person who has an approved protocol sub-
ject to an order issued under paragraph (6)(A) re-
voking such protocol, a person who has an ap-
proved protocol with respect to which an order 
under paragraph (6)(B) was issued declaring that 
the protocol had not been completed, or a person 
subject to an order issued under paragraph (7) 
revoking the approval of a device may, by peti-
tion filed on or before the thirtieth day after the 
date upon which he receives notice of such 
order, obtain review thereof in accordance with 
either paragraph (1) or (2) of subsection (g) of 
this section. 

(g) Review 

(1) Upon petition for review of— 
(A) an order under subsection (d) of this sec-

tion approving or denying approval of an ap-
plication or an order under subsection (e) of 
this section withdrawing approval of an appli-
cation, or 

(B) an order under subsection (f)(6)(A) of this 
section revoking an approved protocol, under 
subsection (f)(6)(B) of this section declaring 
that an approved protocol has not been com-
pleted, or under subsection (f)(7) of this sec-
tion revoking the approval of a device, 

the Secretary shall, unless he finds the petition 
to be without good cause or unless a petition for 
review of such order has been submitted under 
paragraph (2), hold a hearing, in accordance 
with section 554 of title 5, on the order. The 
panel or panels which considered the applica-
tion, protocol, or device subject to such order 
shall designate a member to appear and testify 
at any such hearing upon request of the Sec-
retary, the petitioner, or the officer conducting 
the hearing, but this requirement does not pre-
clude any other member of the panel or panels 
from appearing and testifying at any such hear-
ing. Upon completion of such hearing and after 
considering the record established in such hear-
ing, the Secretary shall issue an order either af-
firming the order subject to the hearing or re-
versing such order and, as appropriate, approv-
ing or denying approval of the application, rein-
stating the application’s approval, approving 
the protocol, or placing in effect a notice of 
completion. 

(2)(A) Upon petition for review of— 
(i) an order under subsection (d) of this sec-

tion approving or denying approval of an ap-
plication or an order under subsection (e) of 

this section withdrawing approval of an appli-
cation, or 

(ii) an order under subsection (f)(6)(A) of this 
section revoking an approved protocol, under 
subsection (f)(6)(B) of this section declaring 
that an approved protocol has not been com-
pleted, or under subsection (f)(7) of this sec-
tion revoking the approval of a device, 

the Secretary shall refer the application or pro-
tocol subject to the order and the basis for the 
order to an advisory committee of experts estab-
lished pursuant to subparagraph (B) for a report 
and recommendation with respect to the order. 
The advisory committee shall, after independent 
study of the data and information furnished to 
it by the Secretary and other data and informa-
tion before it, submit to the Secretary a report 
and recommendation, together with all underly-
ing data and information and a statement of the 
reasons or basis for the recommendation. A copy 
of such report shall be promptly supplied by the 
Secretary to any person who petitioned for such 
referral to the advisory committee. 

(B) The Secretary shall establish advisory 
committees (which may not be panels under sec-
tion 360c of this title) to receive referrals under 
subparagraph (A). The Secretary shall appoint 
as members of any such advisory committee per-
sons qualified in the subject matter to be re-
ferred to the committee and of appropriately di-
versified professional backgrounds, except that 
the Secretary may not appoint to such a com-
mittee any individual who is in the regular full- 
time employ of the United States and engaged 
in the administration of this chapter. Members 
of an advisory committee (other than officers or 
employees of the United States), while attend-
ing conferences or meetings of their committee 
or otherwise serving at the request of the Sec-
retary, shall be entitled to receive compensation 
at rates to be fixed by the Secretary, which 
rates may not exceed the daily equivalent for 
grade GS–18 of the General Schedule for each 
day (including traveltime) they are so engaged; 
and while so serving away from their homes or 
regular places of business each member may be 
allowed travel expenses, including per diem in 
lieu of subsistence, as authorized by section 5703 
of title 5 for persons in the Government service 
employed intermittently. The Secretary shall 
designate the chairman of an advisory commit-
tee from its members. The Secretary shall fur-
nish each advisory committee with clerical and 
other assistance, and shall by regulation pre-
scribe the procedures to be followed by each 
such committee in acting on referrals made 
under subparagraph (A). 

(C) The Secretary shall make public the report 
and recommendation made by an advisory com-
mittee with respect to an application and shall 
by order, stating the reasons therefor, either af-
firm the order referred to the advisory commit-
tee or reverse such order and, if appropriate, ap-
prove or deny approval of the application, rein-
state the application’s approval, approve the 
protocol, or place in effect a notice of comple-
tion. 

(h) Service of orders 

Orders of the Secretary under this section 
shall be served (1) in person by any officer or 
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employee of the department designated by the 
Secretary, or (2) by mailing the order by reg-
istered mail or certified mail addressed to the 
applicant at his last known address in the 
records of the Secretary. 

(i) Revision 

(1) Before December 1, 1995, the Secretary 
shall by order require manufacturers of devices, 
which were introduced or delivered for introduc-
tion into interstate commerce for commercial 
distribution before May 28, 1976, and which are 
subject to revision of classification under para-
graph (2), to submit to the Secretary a summary 
of and citation to any information known or 
otherwise available to the manufacturer re-
specting such devices, including adverse safety 
or effectiveness information which has not been 
submitted under section 360i of this title. The 
Secretary may require the manufacturer to sub-
mit the adverse safety or effectiveness data for 
which a summary and citation were submitted, 
if such data are available to the manufacturer. 

(2) After the issuance of an order under para-
graph (1) but before December 1, 1995, the Sec-
retary shall publish a regulation in the Federal 
Register for each device— 

(A) which the Secretary has classified as a 
class III device, and 

(B) for which no final regulation has been 
promulgated under subsection (b) of this sec-
tion, 

revising the classification of the device so that 
the device is classified into class I or class II, 
unless the regulation requires the device to re-
main in class III. In determining whether to re-
vise the classification of a device or to require a 
device to remain in class III, the Secretary shall 
apply the criteria set forth in section 360c(a) of 
this title. Before the publication of a regulation 
requiring a device to remain in class III or revis-
ing its classification, the Secretary shall publish 
a proposed regulation respecting the classifica-
tion of a device under this paragraph and pro-
vide reasonable opportunity for the submission 
of comments on any such regulation. No regula-
tion requiring a device to remain in class III or 
revising its classification may take effect before 
the expiration of 90 days from the date of its 
publication in the Federal Register as a pro-
posed regulation. 

(3) The Secretary shall, as promptly as is rea-
sonably achievable, but not later than 12 months 
after the effective date of the regulation requir-
ing a device to remain in class III, establish a 
schedule for the promulgation of a subsection 
(b) of this section regulation for each device 
which is subject to the regulation requiring the 
device to remain in class III. 

(June 25, 1938, ch. 675, § 515, as added May 28, 1976, 
Pub. L. 94–295, § 2, 90 Stat. 552; amended Nov. 28, 
1990, Pub. L. 101–629, §§ 4(b)(1), 9(a), 18(c), 104 
Stat. 4515, 4521, 4528; Aug. 13, 1993, Pub. L. 103–80, 
§ 3(t), 107 Stat. 778.) 

AMENDMENTS 

1993—Subsec. (c)(2)(A). Pub. L. 103–80 struck out 

‘‘refer such application’’ after ‘‘own initiative’’. 

1990—Subsec. (c)(2). Pub. L. 101–629, § 18(c), sub-

stituted ‘‘the Secretary—’’ for ‘‘the Secretary shall’’ 

and added subpars. (A) and (B). 

Subsec. (e). Pub. L. 101–629, § 9(a)(2), inserted ‘‘and 

temporary suspension’’ after ‘‘Withdrawal’’ in heading. 

Subsec. (e)(3). Pub. L. 101–629, § 9(a)(1), added par. (3). 

Subsec. (i). Pub. L. 101–629, § 4(b)(1), added subsec. (i). 

TERMINATION OF ADVISORY COMMITTEES 

Advisory committees in existence on Jan. 5, 1973, to 

terminate not later than the expiration of the 2-year 

period following Jan. 5, 1973, and advisory committees 

established after Jan. 5, 1973, to terminate not later 

than the expiration of the 2-year period beginning on 

the date of their establishment, unless in the case of a 

committee established by the President or an officer of 

the Federal Government, such committee is renewed by 

appropriate action prior to the expiration of such 2- 

year period, or in the case of a committee established 

by Congress, its duration is otherwise provided by law. 

See section 14 of Pub. L. 92–463, Oct. 6, 1972, 86 Stat. 776, 

set out in the Appendix to Title 5, Government Organi-

zation and Employees. 

REFERENCES IN OTHER LAWS TO GS–16, 17, OR 18 PAY 

RATES 

References in laws to the rates of pay for GS–16, 17, 

or 18, or to maximum rates of pay under the General 

Schedule, to be considered references to rates payable 

under specified sections of Title 5, Government Organi-

zation and Employees, see section 529 [title I, § 101(c)(1)] 

of Pub. L. 101–509, set out in a note under section 5376 

of Title 5. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 351, 353, 360, 

360c, 360g, 360j, 381 of this title; title 35 section 156. 

§ 360f. Banned devices 

(a) General rule 

Whenever the Secretary finds, on the basis of 
all available data and information, that— 

(1) a device intended for human use presents 
substantial deception or an unreasonable and 
substantial risk of illness or injury; and 

(2) in the case of substantial deception or an 
unreasonable and substantial risk of illness or 
injury which the Secretary determined could 
be corrected or eliminated by labeling or 
change in labeling and with respect to which 
the Secretary provided written notice to the 
manufacturer specifying the deception or risk 
of illness or injury, the labeling or change in 
labeling to correct the deception or eliminate 
or reduce such risk, and the period within 
which such labeling or change in labeling was 
to be done, such labeling or change in labeling 
was not done within such period; 

he may initiate a proceeding to promulgate a 
regulation to make such device a banned device. 

(b) Special effective date 

The Secretary may declare a proposed regula-
tion under subsection (a) of this section to be ef-
fective upon its publication in the Federal Reg-
ister and until the effective date of any final ac-
tion taken respecting such regulation if (1) he 
determines, on the basis of all available data 
and information, that the deception or risk of 
illness or injury associated with the use of the 
device which is subject to the regulation pre-
sents an unreasonable, direct, and substantial 
danger to the health of individuals, and (2) be-
fore the date of the publication of such regula-
tion, the Secretary notifies the manufacturer of 
such device that such regulation is to be made 
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so effective. If the Secretary makes a proposed 
regulation so effective, he shall, as expeditiously 
as possible, give interested persons prompt no-
tice of his action under this subsection, provide 
reasonable opportunity for an informal hearing 
on the proposed regulation, and either affirm, 
modify, or revoke such proposed regulation. 

(June 25, 1938, ch. 675, § 516, as added May 28, 1976, 
Pub. L. 94–295, § 2, 90 Stat. 560; amended Nov. 28, 
1990, Pub. L. 101–629, § 18(d), 104 Stat. 4529.) 

AMENDMENTS 

1990—Subsec. (a). Pub. L. 101–629 struck out ‘‘and 

after consultation with the appropriate panel or panels 

under section 360c of this title’’ after ‘‘data and infor-

mation’’ in introductory provisions and struck out at 

end ‘‘The Secretary shall afford all interested persons 

opportunity for an informal hearing on a regulation 

proposed under this subsection.’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 360c, 360e, 

360g, 360j, 381 of this title. 

§ 360g. Judicial review 

(a) Petition; record 

Not later than thirty days after— 
(1) the promulgation of a regulation under 

section 360c of this title classifying a device in 
class I or changing the classification of a de-
vice to class I or an order under subsection 
(f)(2) of such section reclassifying a device or 
denying a petition for reclassification of a de-
vice, 

(2) the promulgation of a regulation under 
section 360d of this title establishing, amend-
ing, or revoking a performance standard for a 
device, 

(3) the issuance of an order under section 
360d(b)(2) or 360e(b)(2)(B) of this title denying a 
request for reclassification of a device, 

(4) the promulgation of a regulation under 
paragraph (3) of section 360e(b) of this title re-
quiring a device to have an approval of a pre-
market application, a regulation under para-
graph (4) of that section amending or revoking 
a regulation under paragraph (3), or an order 
pursuant to section 360e(g)(1) or 360e(g)(2)(C) of 
this title, 

(5) the promulgation of a regulation under 
section 360f of this title (other than a proposed 
regulation made effective under subsection (b) 
of such section upon the regulation’s publica-
tion) making a device a banned device, 

(6) the issuance of an order under section 
360j(f)(2) of this title, 

(7) an order under section 360j(g)(4) of this 
title disapproving an application for an ex-
emption of a device for investigational use or 
an order under section 360j(g)(5) of this title 
withdrawing such an exemption for a device, 

(8) an order pursuant to section 360c(i) of 
this title, 

(9) a regulation under section 360e(i)(2) or 
360j(l)(5)(B) of this title, or 

(10) an order under section 360j(h)(4)(B) of 
this title, 

any person adversely affected by such regulation 
or order may file a petition with the United 
States Court of Appeals for the District of Co-

lumbia or for the circuit wherein such person re-
sides or has his principal place of business for 
judicial review of such regulation or order. A 
copy of the petition shall be transmitted by the 
clerk of the court to the Secretary or other offi-
cer designated by him for that purpose. The Sec-
retary shall file in the court the record of the 
proceedings on which the Secretary based his 
regulation or order as provided in section 2112 of 
title 28. For purposes of this section, the term 
‘‘record’’ means all notices and other matter 
published in the Federal Register with respect 
to the regulation or order reviewed, all informa-
tion submitted to the Secretary with respect to 
such regulation or order, proceedings of any 
panel or advisory committee with respect to 
such regulation or order, any hearing held with 
respect to such regulation or order, and any 
other information identified by the Secretary, 
in the administrative proceeding held with re-
spect to such regulation or order, as being rel-
evant to such regulation or order. 

(b) Additional data, views, and arguments 

If the petitioner applies to the court for leave 
to adduce additional data, views, or arguments 
respecting the regulation or order being re-
viewed and shows to the satisfaction of the 
court that such additional data, views, or argu-
ments are material and that there were reason-
able grounds for the petitioner’s failure to ad-
duce such data, views, or arguments in the pro-
ceedings before the Secretary, the court may 
order the Secretary to provide additional oppor-
tunity for the oral presentation of data, views, 
or arguments and for written submissions. The 
Secretary may modify his findings, or make new 
findings by reason of the additional data, views, 
or arguments so taken and shall file with the 
court such modified or new findings, and his rec-
ommendation, if any, for the modification or 
setting aside of the regulation or order being re-
viewed, with the return of such additional data, 
views, or arguments. 

(c) Standard for review 

Upon the filing of the petition under sub-
section (a) of this section for judicial review of 
a regulation or order, the court shall have juris-
diction to review the regulation or order in ac-
cordance with chapter 7 of title 5 and to grant 
appropriate relief, including interim relief, as 
provided in such chapter. A regulation described 
in paragraph (2) or (5) of subsection (a) of this 
section and an order issued after the review pro-
vided by section 360e(g) of this title shall not be 
affirmed if it is found to be unsupported by sub-
stantial evidence on the record taken as a 
whole. 

(d) Finality of judgments 

The judgment of the court affirming or setting 
aside, in whole or in part, any regulation or 
order shall be final, subject to review by the Su-
preme Court of the United States upon certio-
rari or certification, as provided in section 1254 
of title 28. 

(e) Remedies 

The remedies provided for in this section shall 
be in addition to and not in lieu of any other 
remedies provided by law. 
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(f) Statement of reasons 

To facilitate judicial review under this section 
or under any other provision of law of a regula-
tion or order issued under section 360c, 360d, 
360e, 360f, 360h, 360i, 360j, or 360k of this title 
each such regulation or order shall contain a 
statement of the reasons for its issuance and the 
basis, in the record of the proceedings held in 
connection with its issuance, for its issuance. 

(June 25, 1938, ch. 675, § 517, as added May 28, 1976, 
Pub. L. 94–295, § 2, 90 Stat. 560; amended Nov. 28, 
1990, Pub. L. 101–629, § 13, 104 Stat. 4524; June 16, 
1992, Pub. L. 102–300, § 6(f), 106 Stat. 240.) 

AMENDMENTS 

1992—Subsec. (a)(10). Pub. L. 102–300 substituted 

‘‘360j(h)(4)(B)’’ for ‘‘360j(c)(4)(B)’’. 
1990—Subsec. (a)(8) to (10). Pub. L. 101–629 added pars. 

(8) to (10). 

§ 360h. Notification and other remedies 

(a) Notification 

If the Secretary determines that— 
(1) a device intended for human use which is 

introduced or delivered for introduction into 
interstate commerce for commercial distribu-
tion presents an unreasonable risk of substan-
tial harm to the public health, and 

(2) notification under this subsection is nec-
essary to eliminate the unreasonable risk of 
such harm and no more practicable means is 
available under the provisions of this chapter 
(other than this section) to eliminate such 
risk, 

the Secretary may issue such order as may be 
necessary to assure that adequate notification is 
provided in an appropriate form, by the persons 
and means best suited under the circumstances 
involved, to all health professionals who pre-
scribe or use the device and to any other person 
(including manufacturers, importers, distribu-
tors, retailers, and device users) who should 
properly receive such notification in order to 
eliminate such risk. An order under this sub-
section shall require that the individuals subject 
to the risk with respect to which the order is to 
be issued be included in the persons to be noti-
fied of the risk unless the Secretary determines 
that notice to such individuals would present a 
greater danger to the health of such individuals 
than no such notification. If the Secretary 
makes such a determination with respect to 
such individuals, the order shall require that the 
health professionals who prescribe or use the de-
vice provide for the notification of the individ-
uals whom the health professionals treated with 
the device of the risk presented by the device 
and of any action which may be taken by or on 
behalf of such individuals to eliminate or reduce 
such risk. Before issuing an order under this 
subsection, the Secretary shall consult with the 
persons who are to give notice under the order. 

(b) Repair, replacement, or refund 

(1)(A) If, after affording opportunity for an in-
formal hearing, the Secretary determines that— 

(i) a device intended for human use which is 
introduced or delivered for introduction into 
interstate commerce for commercial distribu-
tion presents an unreasonable risk of substan-
tial harm to the public health, 

(ii) there are reasonable grounds to believe 
that the device was not properly designed or 
manufactured with reference to the state of 
the art as it existed at the time of its design 
or manufacture, 

(iii) there are reasonable grounds to believe 
that the unreasonable risk was not caused by 
failure of a person other than a manufacturer, 
importer, distributor, or retailer of the device 
to exercise due care in the installation, main-
tenance, repair, or use of the device, and 

(iv) the notification authorized by sub-
section (a) of this section would not by itself 
be sufficient to eliminate the unreasonable 
risk and action described in paragraph (2) of 
this subsection is necessary to eliminate such 
risk, 

the Secretary may order the manufacturer, im-
porter, or any distributor of such device, or any 
combination of such persons, to submit to him 
within a reasonable time a plan for taking one 
or more of the actions described in paragraph 
(2). An order issued under the preceding sen-
tence which is directed to more than one person 
shall specify which person may decide which ac-
tion shall be taken under such plan and the per-
son specified shall be the person who the Sec-
retary determines bears the principal, ultimate 
financial responsibility for action taken under 
the plan unless the Secretary cannot determine 
who bears such responsibility or the Secretary 
determines that the protection of the public 
health requires that such decision be made by a 
person (including a device user or health profes-
sional) other than the person he determines 
bears such responsibility. 

(B) The Secretary shall approve a plan submit-
ted pursuant to an order issued under subpara-
graph (A) unless he determines (after affording 
opportunity for an informal hearing) that the 
action or actions to be taken under the plan or 
the manner in which such action or actions are 
to be taken under the plan will not assure that 
the unreasonable risk with respect to which 
such order was issued will be eliminated. If the 
Secretary disapproves a plan, he shall order a 
revised plan to be submitted to him within a 
reasonable time. If the Secretary determines 
(after affording opportunity for an informal 
hearing) that the revised plan is unsatisfactory 
or if no revised plan or no initial plan has been 
submitted to the Secretary within the pre-
scribed time, the Secretary shall (i) prescribe a 
plan to be carried out by the person or persons 
to whom the order issued under subparagraph 
(A) was directed, or (ii) after affording an oppor-
tunity for an informal hearing, by order pre-
scribe a plan to be carried out by a person who 
is a manufacturer, importer, distributor, or re-
tailer of the device with respect to which the 
order was issued but to whom the order under 
subparagraph (A) was not directed. 

(2) The actions which may be taken under a 
plan submitted under an order issued under 
paragraph (1) are as follows: 

(A) To repair the device so that it does not 
present the unreasonable risk of substantial 
harm with respect to which the order under 
paragraph (1) was issued. 

(B) To replace the device with a like or 
equivalent device which is in conformity with 
all applicable requirements of this chapter. 
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(C) To refund the purchase price of the de-
vice (less a reasonable allowance for use if 
such device has been in the possession of the 
device user for one year or more— 

(i) at the time of notification ordered 
under subsection (a) of this section, or 

(ii) at the time the device user receives ac-
tual notice of the unreasonable risk with re-
spect to which the order was issued under 
paragraph (1), 

whichever first occurs). 

(3) No charge shall be made to any person 
(other than a manufacturer, importer, distribu-
tor or retailer) for availing himself of any rem-
edy, described in paragraph (2) and provided 
under an order issued under paragraph (1), and 
the person subject to the order shall reimburse 
each person (other than a manufacturer, im-
porter, distributor, or retailer) who is entitled 
to such a remedy for any reasonable and foresee-
able expenses actually incurred by such person 
in availing himself of such remedy. 

(c) Reimbursement 

An order issued under subsection (b) of this 
section with respect to a device may require any 
person who is a manufacturer, importer, dis-
tributor, or retailer of the device to reimburse 
any other person who is a manufacturer, im-
porter, distributor, or retailer of such device for 
such other person’s expenses actually incurred 
in connection with carrying out the order if the 
Secretary determines such reimbursement is re-
quired for the protection of the public health. 
Any such requirement shall not affect any 
rights or obligations under any contract to 
which the person receiving reimbursement or 
the person making such reimbursement is a 
party. 

(d) Effect on other liability 

Compliance with an order issued under this 
section shall not relieve any person from liabil-
ity under Federal or State law. In awarding 
damages for economic loss in an action brought 
for the enforcement of any such liability, the 
value to the plaintiff in such action of any rem-
edy provided him under such order shall be 
taken into account. 

(e) Recall authority 

(1) If the Secretary finds that there is a rea-
sonable probability that a device intended for 
human use would cause serious, adverse health 
consequences or death, the Secretary shall issue 
an order requiring the appropriate person (in-
cluding the manufacturers, importers, distribu-
tors, or retailers of the device)— 

(A) to immediately cease distribution of 
such device, and 

(B) to immediately notify health profes-
sionals and device user facilities of the order 
and to instruct such professionals and facili-
ties to cease use of such device. 

The order shall provide the person subject to the 
order with an opportunity for an informal hear-
ing, to be held not later than 10 days after the 
date of the issuance of the order, on the actions 
required by the order and on whether the order 
should be amended to require a recall of such de-
vice. If, after providing an opportunity for such 

a hearing, the Secretary determines that inad-
equate grounds exist to support the actions re-
quired by the order, the Secretary shall vacate 
the order. 

(2)(A) If, after providing an opportunity for an 
informal hearing under paragraph (1), the Sec-
retary determines that the order should be 
amended to include a recall of the device with 
respect to which the order was issued, the Sec-
retary shall, except as provided in subpara-
graphs (B) and (C), amend the order to require a 
recall. The Secretary shall specify a timetable 
in which the device recall will occur and shall 
require periodic reports to the Secretary de-
scribing the progress of the recall. 

(B) An amended order under subparagraph 
(A)— 

(i) shall— 
(I) not include recall of a device from indi-

viduals, and 
(II) not include recall of a device from de-

vice user facilities if the Secretary deter-
mines that the risk of recalling such device 
from the facilities presents a greater health 
risk than the health risk of not recalling the 
device from use, and 

(ii) shall provide for notice to individuals 
subject to the risks associated with the use of 
such device. 

In providing the notice required by clause (ii), 
the Secretary may use the assistance of health 
professionals who prescribed or used such a de-
vice for individuals. If a significant number of 
such individuals cannot be identified, the Sec-
retary shall notify such individuals pursuant to 
section 375(b) of this title. 

(3) The remedy provided by this subsection 
shall be in addition to remedies provided by sub-
sections (a), (b), and (c) of this section. 

(June 25, 1938, ch. 675, § 518, as added May 28, 1976, 
Pub. L. 94–295, § 2, 90 Stat. 562; amended Nov. 28, 
1990, Pub. L. 101–629, § 8, 104 Stat. 4520; June 16, 
1992, Pub. L. 102–300, § 4, 106 Stat. 239.) 

AMENDMENTS 

1992—Subsec. (b)(1)(A)(ii). Pub. L. 102–300 substituted 

‘‘or’’ for ‘‘and’’ after ‘‘properly designed’’ and ‘‘time of 

its design’’. 
1990—Subsec. (e). Pub. L. 101–629 added subsec. (e). 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 352, 360c, 

360g, 360j of this title. 

§ 360i. Records and reports on devices 

(a) General rule 

Every person who is a manufacturer, importer, 
or distributor of a device intended for human 
use shall establish and maintain such records, 
make such reports, and provide such informa-
tion, as the Secretary may by regulation reason-
ably require to assure that such device is not 
adulterated or misbranded and to otherwise as-
sure its safety and effectiveness. Regulations 
prescribed under the preceding sentence— 

(1) shall require a device manufacturer or 
importer to report to the Secretary whenever 
the manufacturer or importer receives or 
otherwise becomes aware of information that 
reasonably suggests that one of its marketed 
devices— 
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(A) may have caused or contributed to a 
death or serious injury, or 

(B) has malfunctioned and that such de-
vice or a similar device marketed by the 
manufacturer or importer would be likely to 
cause or contribute to a death or serious in-
jury if the malfunction were to recur; 

(2) shall define the term ‘‘serious injury’’ to 
mean an injury that— 

(A) is life threatening, 
(B) results in permanent impairment of a 

body function or permanent damage to a 
body structure, or 

(C) necessitates medical or surgical inter-
vention to preclude permanent impairment 
of a body function or permanent damage to 
a body structure; 

(3) shall require reporting of other signifi-
cant adverse device experiences as determined 
by the Secretary to be necessary to be re-
ported; 

(4) shall not impose requirements unduly 
burdensome to a device manufacturer, im-
porter, or distributor taking into account his 
cost of complying with such requirements and 
the need for the protection of the public 
health and the implementation of this chap-
ter; 

(5) which prescribe the procedure for making 
requests for reports or information shall re-
quire that each request made under such regu-
lations for submission of a report or informa-
tion to the Secretary state the reason or pur-
pose for such request and identify to the full-
est extent practicable such report or informa-
tion; 

(6) which require submission of a report or 
information to the Secretary shall state the 
reason or purpose for the submission of such 
report or information and identify to the full-
est extent practicable such report or informa-
tion; 

(7) may not require that the identity of any 
patient be disclosed in records, reports, or in-
formation required under this subsection un-
less required for the medical welfare of an in-
dividual, to determine the safety or effective-
ness of a device, or to verify a record, report, 
or information submitted under this chapter; 

(8) may not require a manufacturer, im-
porter, or distributor of a class I device to— 

(A) maintain for such a device records re-
specting information not in the possession of 
the manufacturer, importer, or distributor, 
or 

(B) to submit for such a device to the Sec-
retary any report or information— 

(i) not in the possession of the manufac-
turer, importer, or distributor, or 

(ii) on a periodic basis, 

unless such report or information is nec-
essary to determine if the device should be 
reclassified or if the device is adulterated or 
misbranded; and 

(9) shall require distributors who submit 
such reports to submit copies of the reports to 
the manufacturer of the device for which the 
report was made. 

In prescribing such regulations, the Secretary 
shall have due regard for the professional ethics 

of the medical profession and the interests of pa-
tients. The prohibitions of paragraph (7) of this 
subsection continue to apply to records, reports, 
and information concerning any individual who 
has been a patient, irrespective of whether or 
when he ceases to be a patient. 

(b) User reports 

(1)(A) Whenever a device user facility receives 
or otherwise becomes aware of information that 
reasonably suggests that a device has or may 
have caused or contributed to the death of a pa-
tient of the facility, the facility shall, as soon as 
practicable but not later than 10 working days 
after becoming aware of the information, report 
the information to the Secretary and, if the 
identity of the manufacturer is known, to the 
manufacturer of the device. In the case of 
deaths, the Secretary may by regulation pre-
scribe a shorter period for the reporting of such 
information. 

(B) Whenever a device user facility receives or 
otherwise becomes aware of— 

(i) information that reasonably suggests 
that a device has or may have caused or con-
tributed to the serious illness of, or serious in-
jury to, a patient of the facility, or 

(ii) other significant adverse device experi-
ences as determined by the Secretary by regu-
lation to be necessary to be reported, 

the facility shall, as soon as practicable but not 
later than 10 working days after becoming aware 
of the information, report the information to 
the manufacturer of the device or to the Sec-
retary if the identity of the manufacturer is not 
known. 

(C) Each device user facility shall submit to 
the Secretary on a semi-annual basis a summary 
of the reports made under subparagraphs (A) and 
(B). Such summary shall be submitted on Janu-
ary 1 and July 1 of each year. The summary 
shall be in such form and contain such informa-
tion from such reports as the Secretary may re-
quire and shall include— 

(i) sufficient information to identify the fa-
cility which made the reports for which the 
summary is submitted, 

(ii) in the case of any product which was the 
subject of a report, the product name, serial 
number, and model number, 

(iii) the name and the address of the manu-
facturer of such device, and 

(iv) a brief description of the event reported 
to the manufacturer. 

The Secretary may by regulation alter the fre-
quency and timing of reports required by this 
subparagraph. 

(D) For purposes of subparagraphs (A), (B), and 
(C), a device user facility shall be treated as 
having received or otherwise become aware of 
information with respect to a device of that fa-
cility when medical personnel who are employed 
by or otherwise formally affiliated with the fa-
cility receive or otherwise become aware of in-
formation with respect to that device in the 
course of their duties. 

(2) The Secretary may not disclose the iden-
tity of a device user facility which makes a re-
port under paragraph (1) except in connection 
with— 
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(A) an action brought to enforce section 
331(q) of this title, 

(B) a communication to a manufacturer of a 
device which is the subject of a report under 
paragraph (1), or 

(C) a disclosure required under subsection (a) 
of this section. 

This paragraph does not prohibit the Secretary 
from disclosing the identity of a device user fa-
cility making a report under paragraph (1) or 
any information in such a report to employees 
of the Department of Health and Human Serv-
ices, to the Department of Justice, or to the 
duly authorized committees and subcommittees 
of the Congress. 

(3) No report made under paragraph (1) by— 
(A) a device user facility, 
(B) an individual who is employed by or 

otherwise formally affiliated with such a facil-
ity, or 

(C) a physician who is not required to make 
such a report, 

shall be admissible into evidence or otherwise 
used in any civil action involving private parties 
unless the facility, individual, or physician who 
made the report had knowledge of the falsity of 
the information contained in the report. 

(4) A report made under paragraph (1) does not 
affect any obligation of a manufacturer who re-
ceives the report to file a report as required 
under subsection (a) of this section. 

(5) For purposes of this subsection: 
(A) The term ‘‘device user facility’’ means a 

hospital, ambulatory surgical facility, nursing 
home, or outpatient treatment facility which 
is not a physician’s office. The Secretary may 
by regulation include an outpatient diagnostic 
facility which is not a physician’s office in 
such term. 

(B) The terms ‘‘serious illness’’ and ‘‘serious 
injury’’ mean illness or injury, respectively, 
that— 

(i) is life threatening, 
(ii) results in permanent impairment of a 

body function or permanent damage to a 
body structure, or 

(iii) necessitates medical or surgical inter-
vention to preclude permanent impairment 
of a body function or permanent damage to 
a body structure. 

(c) Persons exempt 

Subsection (a) of this section shall not apply 
to— 

(1) any practitioner who is licensed by law to 
prescribe or administer devices intended for 
use in humans and who manufactures or im-
ports devices solely for use in the course of his 
professional practice; 

(2) any person who manufactures or imports 
devices intended for use in humans solely for 
such person’s use in research or teaching and 
not for sale (including any person who uses a 
device under an exemption granted under sec-
tion 360j(g) of this title); and 

(3) any other class of persons as the Sec-
retary may by regulation exempt from sub-
section (a) of this section upon a finding that 
compliance with the requirements of such sub-
section by such class with respect to a device 

is not necessary to (A) assure that a device is 
not adulterated or misbranded or (B) other-
wise to assure its safety and effectiveness. 

(d) Certification 

Each manufacturer, importer, and distributor 
required to make reports under subsection (a) of 
this section shall submit to the Secretary annu-
ally a statement certifying that— 

(1) the manufacturer, importer, or distribu-
tor did file a certain number of such reports, 
or 

(2) the manufacturer, importer, or distribu-
tor did not file any report under subsection (a) 
of this section. 

(e) Device tracking 

Every person who registers under section 360 
of this title and is engaged in the manufacture 
of— 

(1) a device the failure of which would be 
reasonably likely to have serious adverse 
health consequences and which is (A) a perma-
nently implantable device, or (B) a life sus-
taining or life supporting device used outside 
a device user facility, or 

(2) any other device which the Secretary 
may designate, 

shall adopt a method of device tracking. 

(f) Reports of removals and corrections 

(1) Except as provided in paragraph (2), the 
Secretary shall by regulation require a manu-
facturer, importer, or distributor of a device to 
report promptly to the Secretary any correction 
or removal of a device undertaken by such man-
ufacturer, importer, or distributor if the re-
moval or correction was undertaken— 

(A) to reduce a risk to health posed by the 
device, or 

(B) to remedy a violation of this chapter 
caused by the device which may present a risk 
to health. 

A manufacturer, importer, or distributor of a 
device who undertakes a correction or removal 
of a device which is not required to be reported 
under this paragraph shall keep a record of such 
correction or removal. 

(2) No report of the corrective action or re-
moval of a device may be required under para-
graph (1) if a report of the corrective action or 
removal is required and has been submitted 
under subsection (a) of this section. 

(3) For purposes of paragraphs (1) and (2), the 
terms ‘‘correction’’ and ‘‘removal’’ do not in-
clude routine servicing. 

(June 25, 1938, ch. 675, § 519, as added May 28, 1976, 
Pub. L. 94–295, § 2, 90 Stat. 564; amended Nov. 28, 
1990, Pub. L. 101–629, §§ 2(a), 3(a)(1), (b)(1), 7, 104 
Stat. 4511, 4513, 4514, 4520; June 16, 1992, Pub. L. 
102–300, § 5(a), 106 Stat. 239; Aug. 13, 1993, Pub. L. 
103–80, § 3(u), 107 Stat. 778.) 

AMENDMENTS 

1993—Subsec. (a). Pub. L. 103–80 substituted ‘‘para-

graph (7)’’ for ‘‘paragraph (4)’’ in last sentence. 

1992—Subsec. (a). Pub. L. 102–300, § 5(a)(1), added pars. 

(1) to (3) and redesignated former pars. (1) to (6) as (4) 

to (9), respectively. 

Subsec. (b)(1)(A). Pub. L. 102–300, § 5(a)(2)(A), sub-

stituted ‘‘a device has or may have’’ for ‘‘there is a 

probability that a device has’’. 
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Subsec. (b)(1)(B). Pub. L. 102–300, § 5(a)(2)(A), (B), sub-

stituted ‘‘a device has or may have’’ for ‘‘there is a 

probability that a device has’’, designated existing pro-

visions as cl. (i), and added cl. (ii). 
Subsec. (b)(5)(B)(iii). Pub. L. 102–300, § 5(a)(2)(C), 

struck out ‘‘immediate’’ before ‘‘medical’’. 
1990—Subsec. (a)(6). Pub. L. 101–629, § 3(a)(1), added 

par. (6). 
Subsecs. (b), (c). Pub. L. 101–629, § 2(a), added subsec. 

(b) and redesignated former subsec. (b) as (c). 
Subsecs. (d), (e). Pub. L. 101–629, § 3(b)(1), added sub-

secs. (d) and (e). 
Subsec. (f). Pub. L. 101–629, § 7, added subsec. (f). 

EFFECTIVE DATE OF 1992 AMENDMENT 

Section 2(b) of Pub. L. 102–300 provided that: ‘‘The 

amendments made by subsection (a) [amending sec-

tions 3(b)(3) and 3(c) of Pub. L. 101–629, set out as notes 

below] shall take effect as of May 27, 1992 and any rule 

to implement section 519(e) of the Federal Food, Drug, 

and Cosmetic Act [21 U.S.C. 360i(e)] proposed under sec-

tion 3(c)(2) of the Safe Medical Devices Act of 1990 [Pub. 

L. 101–629, set out as a note below] shall revert to its 

proposed status as of such date.’’ 
Section 5(b) of Pub. L. 102–300 provided that: ‘‘The 

amendments made by subsection (a) [amending this 

section] shall take effect— 
‘‘(1) 1 year after the date of the enactment of this 

Act [June 16, 1992]; or 
‘‘(2) on the effective date of regulations of the Sec-

retary to implement such amendments, 
whichever occurs first.’’ 

EFFECTIVE DATE OF 1990 AMENDMENT 

Section 2(c) of Pub. L. 101–629 provided that: ‘‘Section 

519(b) of the Federal Food, Drug, and Cosmetic Act [21 

U.S.C. 360i(b)], as added by the amendment made by 

subsection (a), shall take effect— 
‘‘(1) upon the effective date of regulations promul-

gated under subsection (b) [set out below], or 
‘‘(2) upon the expiration of 12 months from the date 

of the enactment of this Act [Nov. 28, 1990], 
whichever occurs first.’’ 

Section 3(a)(2) of Pub. L. 101–629 provided that: ‘‘Sec-

tion 519(a)(6) [21 U.S.C. 360i(a)(6)], as added by the 

amendment made by paragraph (1), shall take effect 

upon the effective date of final regulations under sub-

section (c) [set out below].’’ 
Section 3(b)(3) of Pub. L. 101–629, as amended by Pub. 

L. 102–300, § 2(a)(1), June 16, 1992, 106 Stat. 238, provided 

that: ‘‘Section 519(e) [21 U.S.C. 360i(e)], as added by the 

amendment made by paragraph (1), shall take effect 

upon the expiration of 9 months after the issuance of 

final regulations under subsection (c) [set out below].’’ 
[For effective date of amendment by Pub. L. 102–300, 

see section 2(b) of Pub. L. 102–300, set out above as an 

Effective Date of 1992 Amendment note.] 

REGULATIONS 

Section 2(b) of Pub. L. 101–629 provided that: ‘‘The 

Secretary of Health and Human Services shall promul-

gate regulations to implement section 519(b) of the 

Federal Food, Drug, and Cosmetic Act [21 U.S.C. 

360i(b)], as added by the amendment made by sub-

section (a) (including a definition of the summary re-

quired by paragraph (1)(C) of such section) not later 

than 12 months after the date of enactment of this Act 

[Nov. 28, 1990]. In promulgating the regulations, the 

Secretary shall minimize the administrative burdens 

on device user facilities consistent with the need to as-

sure adequate information.’’ 
Section 3(c) of Pub. L. 101–629, as amended by Pub. L. 

102–300, § 2(a)(2), (3), June 16, 1992, 106 Stat. 238, provided 

that: 
‘‘(1)(A) Not later than 9 months after the date of the 

enactment of this Act [Nov. 28, 1990], the Secretary of 

Health and Human Services shall issue proposed regula-

tions— 
‘‘(i) to require distributors of devices to establish 

and maintain records and to make reports (including 

reports required by part 803 of title 21 of the Code of 

Federal Regulations) under section 519(a)(6) of the 

Federal Food, Drug, and Cosmetic Act [21 U.S.C. 

360i(a)(6)], and 

‘‘(ii) to implement section 519(e) of such Act. 

The Secretary may exempt from regulations described 

in clause (i) classes of distributors of class I and class 

II devices from whom reports are not necessary for the 

protection of the public health. 

‘‘(B) Regulations under subparagraph (A) shall— 

‘‘(i) require appropriate methods for maintenance 

of records to ensure that patients who receive devices 

can be provided the notification required by such Act 

[this chapter], 

‘‘(ii) require that manufacturers adopt effective 

methods of tracking devices, 

‘‘(iii) take into account the position of distributors 

in the device distribution process, and 

‘‘(iv) include such other requirements as the Sec-

retary deems necessary for the adoption of an effec-

tive user tracking program under section 519(e) of 

such Act. 

‘‘(2) Not later than 18 months after the date of the en-

actment of this Act, the Secretary shall issue final reg-

ulations to implement sections [sic] 519(a)(6) of the 

Federal Food, Drug, and Cosmetic Act. If the Secretary 

does not promulgate such final regulations upon the ex-

piration of such 18 months, the Congress finds that 

there is good cause for the proposed regulations to be 

considered as the final regulations without response to 

comment because the implementation of sections [sic] 

519(a)(6) of such Act is essential to protect the health 

of patients who use such devices. Consequently, in such 

event, the proposed regulations issued under paragraph 

(1) shall become final regulations as of the expiration 

of such 18 months. There shall be promptly published in 

the Federal Register notice of the new status of the 

proposed regulations. 

‘‘(3) Not later than November 28, 1992, the Secretary 

shall issue final regulations to implement section 519(e) 

of the Federal Food, Drug, and Cosmetic Act. If the 

Secretary does not promulgate such final regulations 

by November 28, 1992, the Congress finds that there is 

good cause for the proposed regulations to be consid-

ered as the final regulations without response to com-

ment because the implementation of section 519(e) of 

such Act is essential to protect the health of patients 

who use devices. In such event, the proposed regula-

tions issued under paragraph (1) shall become the is-

sued final regulations on November 29, 1992. There shall 

be promptly published in the Federal Register notice of 

the new status of the proposed regulations.’’ 

[For effective date of amendment by Pub. L. 102–300, 

see section 2(b) of Pub. L. 102–300, set out above as an 

Effective Date of 1992 Amendment note.] 

INFORMATION CONCERNING REPORTING REQUIREMENTS 

FOR DEVICE USER FACILITIES 

Section 2(d) of Pub. L. 101–629 directed Secretary of 

Health and Human Services, during the 18-month pe-

riod beginning on Nov. 28, 1990, to inform device user 

facilities (as defined in 21 U.S.C. 360i(b)(5)(A)) and man-

ufacturers and distributors of devices respecting the re-

quirements of 21 U.S.C. 360i(b), and, to the extent prac-

ticable, provide persons subject to such requirements 

assistance in the form of publications regarding such 

requirements. 

STUDY OF REPORTING REQUIREMENTS; COMPLIANCE BY 

DEVICE USER FACILITIES; ACTIONS BY MANUFACTUR-

ERS; COST EFFECTIVENESS; RECOMMENDATIONS 

Section 2(e) of Pub. L. 101–629 directed Comptroller 

General of the United States, not more than 36 months 

after Nov. 28, 1990, to conduct a study of compliance by 

device user facilities with the requirements of 21 U.S.C. 

360i(b), actions taken by manufacturers of devices in re-

sponse to reports made to them, cost effectiveness of 

such requirements and their implementation, and any 

recommendations for improvements to such require-
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ments, with Comptroller General to complete the study 

and submit a report on the study not later than 45 

months from Nov. 28, 1990, to appropriate committees 

of Congress. 

REPORT TO CONGRESS ON REPORTING REQUIREMENTS 

FOR DEVICE USER FACILITIES 

Section 2(f) of Pub. L. 101–629 directed Secretary of 

Health and Human Services, not later than 36 months 

after Nov. 28, 1990, to prepare and submit to appropriate 

committees of Congress a report containing an evalua-

tion of the requirements of 21 U.S.C. 360i(b), consisting 

of an evaluation of the safety benefits of the require-

ments, the burdens placed on the Food and Drug Ad-

ministration and on device user facilities by the re-

quirements, and the cost-effectiveness of the require-

ments and recommendations for legislative reform. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 333, 352, 

360c, 360e, 360g, 360j, 374 of this title. 

§ 360j. General provisions respecting control of 
devices intended for human use 

(a) General rule 

Any requirement authorized by or under sec-
tion 351, 352, 360, or 360i of this title applicable 
to a device intended for human use shall apply 
to such device until the applicability of the re-
quirement to the device has been changed by ac-
tion taken under section 360c, 360d, or 360e of 
this title or under subsection (g) of this section, 
and any requirement established by or under 
section 351, 352, 360, or 360i of this title which is 
inconsistent with a requirement imposed on 
such device under section 360d or 360e of this 
title or under subsection (g) of this section shall 
not apply to such device. 

(b) Custom devices 

Sections 360d and 360e of this title do not 
apply to any device which, in order to comply 
with the order of an individual physician or den-
tist (or any other specially qualified person des-
ignated under regulations promulgated by the 
Secretary after an opportunity for an oral hear-
ing) necessarily deviates from an otherwise ap-
plicable performance standard or requirement 
prescribed by or under section 360e of this title 
if (1) the device is not generally available in fin-
ished form for purchase or for dispensing upon 
prescription and is not offered through labeling 
or advertising by the manufacturer, importer, or 
distributor thereof for commercial distribution, 
and (2) such device— 

(A)(i) is intended for use by an individual pa-
tient named in such order of such physician or 
dentist (or other specially qualified person so 
designated) and is to be made in a specific 
form for such patient, or 

(ii) is intended to meet the special needs of 
such physician or dentist (or other specially 
qualified person so designated) in the course of 
the professional practice of such physician or 
dentist (or other specially qualified person so 
designated), and 

(B) is not generally available to or generally 
used by other physicians or dentists (or other 
specially qualified persons so designated). 

(c) Trade secrets 

Any information reported to or otherwise ob-
tained by the Secretary or his representative 

under section 360c, 360d, 360e, 360f, 360h, 360i, or 
374 of this title or under subsection (f) or (g) of 
this section which is exempt from disclosure 
pursuant to subsection (a) of section 552 of title 
5 by reason of subsection (b)(4) of such section 
shall be considered confidential and shall not be 
disclosed and may not be used by the Secretary 
as the basis for the reclassification of a device 
from class III to class II or class I or as the basis 
for the establishment or amendment of a per-
formance standard under section 360d of this 
title for a device reclassified from class III to 
class II, except (1) in accordance with subsection 
(h) of this section, and (2) that such information 
may be disclosed to other officers or employees 
concerned with carrying out this chapter or 
when relevant in any proceeding under this 
chapter (other than section 360c or 360d of this 
title). 

(d) Notices and findings 

Each notice of proposed rulemaking under sec-
tion 360c, 360d, 360e, 360f, 360h, or 360i of this 
title, or under this section, any other notice 
which is published in the Federal Register with 
respect to any other action taken under any 
such section and which states the reasons for 
such action, and each publication of findings re-
quired to be made in connection with rule-
making under any such section shall set forth— 

(1) the manner in which interested persons 
may examine data and other information on 
which the notice or findings is based, and 

(2) the period within which interested per-
sons may present their comments on the no-
tice or findings (including the need therefor) 
orally or in writing, which period shall be at 
least sixty days but may not exceed ninety 
days unless the time is extended by the Sec-
retary by a notice published in the Federal 
Register stating good cause therefor. 

(e) Restricted devices 

(1) The Secretary may by regulation require 
that a device be restricted to sale, distribution, 
or use— 

(A) only upon the written or oral authoriza-
tion of a practitioner licensed by law to ad-
minister or use such device, or 

(B) upon such other conditions as the Sec-
retary may prescribe in such regulation, 

if, because of its potentiality for harmful effect 
or the collateral measures necessary to its use, 
the Secretary determines that there cannot 
otherwise be reasonable assurance of its safety 
and effectiveness. No condition prescribed under 
subparagraph (B) may restrict the use of a de-
vice to persons with specific training or experi-
ence in its use or to persons for use in certain fa-
cilities unless the Secretary determines that 
such a restriction is required for the safe and ef-
fective use of the device. No such condition may 
exclude a person from using a device solely be-
cause the person does not have the training or 
experience to make him eligible for certification 
by a certifying board recognized by the Amer-
ican Board of Medical Specialties or has not 
been certified by such a Board. A device subject 
to a regulation under this subsection is a re-
stricted device. 

(2) The label of a restricted device shall bear 
such appropriate statements of the restrictions 
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required by a regulation under paragraph (1) as 
the Secretary may in such regulation prescribe. 

(f) Good manufacturing practice requirements 

(1)(A) The Secretary may, in accordance with 
subparagraph (B), prescribe regulations requir-
ing that the methods used in, and the facilities 
and controls used for, the manufacture, pre-pro-
duction design validation (including a process to 
assess the performance of a device but not in-
cluding an evaluation of the safety or effective-
ness of a device), packing, storage, and installa-
tion of a device conform to current good manu-
facturing practice, as prescribed in such regula-
tions, to assure that the device will be safe and 
effective and otherwise in compliance with this 
chapter. 

(B) Before the Secretary may promulgate any 
regulation under subparagraph (A) he shall— 

(i) afford the advisory committee established 
under paragraph (3) an opportunity to submit 
recommendations to him with respect to the 
regulation proposed to be promulgated, and 

(ii) afford opportunity for an oral hearing. 

The Secretary shall provide the advisory com-
mittee a reasonable time to make its recom-
mendation with respect to proposed regulations 
under subparagraph (A). 

(2)(A) Any person subject to any requirement 
prescribed by regulations under paragraph (1) 
may petition the Secretary for an exemption or 
variance from such requirement. Such a petition 
shall be submitted to the Secretary in such form 
and manner as he shall prescribe and shall— 

(i) in the case of a petition for an exemption 
from a requirement, set forth the basis for the 
petitioner’s determination that compliance 
with the requirement is not required to assure 
that the device will be safe and effective and 
otherwise in compliance with this chapter, 

(ii) in the case of a petition for a variance 
from a requirement, set forth the methods 
proposed to be used in, and the facilities and 
controls proposed to be used for, the manufac-
ture, packing, storage, and installation of the 
device in lieu of the methods, facilities, and 
controls prescribed by the requirement, and 

(iii) contain such other information as the 
Secretary shall prescribe. 

(B) The Secretary may refer to the advisory 
committee established under paragraph (3) any 
petition submitted under subparagraph (A). The 
advisory committee shall report its recom-
mendations to the Secretary with respect to a 
petition referred to it within sixty days of the 
date of the petition’s referral. Within sixty days 
after— 

(i) the date the petition was submitted to 
the Secretary under subparagraph (A), or 

(ii) if the petition was referred to an advi-
sory committee, the expiration of the sixty- 
day period beginning on the date the petition 
was referred to the advisory committee, 

whichever occurs later, the Secretary shall by 
order either deny the petition or approve it. 

(C) The Secretary may approve— 
(i) a petition for an exemption for a device 

from a requirement if he determines that com-
pliance with such requirement is not required 
to assure that the device will be safe and effec-

tive and otherwise in compliance with this 
chapter, and 

(ii) a petition for a variance for a device 
from a requirement if he determines that the 
methods to be used in, and the facilities and 
controls to be used for, the manufacture, 
packing, storage, and installation of the de-
vice in lieu of the methods, controls, and fa-
cilities prescribed by the requirement are suf-
ficient to assure that the device will be safe 
and effective and otherwise in compliance 
with this chapter. 

An order of the Secretary approving a petition 
for a variance shall prescribe such conditions re-
specting the methods used in, and the facilities 
and controls used for, the manufacture, packing, 
storage, and installation of the device to be 
granted the variance under the petition as may 
be necessary to assure that the device will be 
safe and effective and otherwise in compliance 
with this chapter. 

(D) After the issuance of an order under sub-
paragraph (B) respecting a petition, the peti-
tioner shall have an opportunity for an informal 
hearing on such order. 

(3) The Secretary shall establish an advisory 
committee for the purpose of advising and mak-
ing recommendations to him with respect to 
regulations proposed to be promulgated under 
paragraph (1)(A) and the approval or disapproval 
of petitions submitted under paragraph (2). The 
advisory committee shall be composed of nine 
members as follows: 

(A) Three of the members shall be appointed 
from persons who are officers or employees of 
any State or local government or of the Fed-
eral Government. 

(B) Two of the members shall be appointed 
from persons who are representative of inter-
ests of the device manufacturing industry; two 
of the members shall be appointed from per-
sons who are representative of the interests of 
physicians and other health professionals; and 
two of the members shall be representative of 
the interests of the general public. 

Members of the advisory committee who are not 
officers or employees of the United States, while 
attending conferences or meetings of the com-
mittee or otherwise engaged in its business, 
shall be entitled to receive compensation at 
rates to be fixed by the Secretary, which rates 
may not exceed the daily equivalent of the rate 
in effect for grade GS–18 of the General Sched-
ule, for each day (including traveltime) they are 
so engaged; and while so serving away from 
their homes or regular places of business each 
member may be allowed travel expenses, includ-
ing per diem in lieu of subsistence, as authorized 
by section 5703 of title 5 for persons in the Gov-
ernment service employed intermittently. The 
Secretary shall designate one of the members of 
the advisory committee to serve as its chair-
man. The Secretary shall furnish the advisory 
committee with clerical and other assistance. 
Section 14 of the Federal Advisory Committee 
Act shall not apply with respect to the duration 
of the advisory committee established under 
this paragraph. 

(g) Exemption for devices for investigational use 

(1) It is the purpose of this subsection to en-
courage, to the extent consistent with the pro-
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tection of the public health and safety and with 
ethical standards, the discovery and develop-
ment of useful devices intended for human use 
and to that end to maintain optimum freedom 
for scientific investigators in their pursuit of 
that purpose. 

(2)(A) The Secretary shall, within the one hun-
dred and twenty-day period beginning on May 
28, 1976, by regulation prescribe procedures and 
conditions under which devices intended for 
human use may upon application be granted an 
exemption from the requirements of section 352, 
360, 360d, 360e, 360f, 360i, or 379e of this title or 
subsection (e) or (f) of this section or from any 
combination of such requirements to permit the 
investigational use of such devices by experts 
qualified by scientific training and experience to 
investigate the safety and effectiveness of such 
devices. 

(B) The conditions prescribed pursuant to sub-
paragraph (A) shall include the following: 

(i) A requirement that an application be sub-
mitted to the Secretary before an exemption 
may be granted and that the application be 
submitted in such form and manner as the 
Secretary shall specify. 

(ii) A requirement that the person applying 
for an exemption for a device assure the estab-
lishment and maintenance of such records, 
and the making of such reports to the Sec-
retary of data obtained as a result of the in-
vestigational use of the device during the ex-
emption, as the Secretary determines will en-
able him to assure compliance with such con-
ditions, review the progress of the investiga-
tion, and evaluate the safety and effectiveness 
of the device. 

(iii) Such other requirements as the Sec-
retary may determine to be necessary for the 
protection of the public health and safety. 

(C) Procedures and conditions prescribed pur-
suant to subparagraph (A) for an exemption may 
appropriately vary depending on (i) the scope 
and duration of clinical testing to be conducted 
under such exemption, (ii) the number of human 
subjects that are to be involved in such testing, 
(iii) the need to permit changes to be made in 
the device subject to the exemption during test-
ing conducted in accordance with a clinical test-
ing plan required under paragraph (3)(A), and 
(iv) whether the clinical testing of such device is 
for the purpose of developing data to obtain ap-
proval for the commercial distribution of such 
device. 

(3) Procedures and conditions prescribed pur-
suant to paragraph (2)(A) shall require, as a con-
dition to the exemption of any device to be the 
subject of testing involving human subjects, 
that the person applying for the exemption— 

(A) submit a plan for any proposed clinical 
testing of the device and a report of prior in-
vestigations of the device (including, where 
appropriate, tests on animals) adequate to jus-
tify the proposed clinical testing— 

(i) to the local institutional review com-
mittee which has been established in accord-
ance with regulations of the Secretary to su-
pervise clinical testing of devices in the fa-
cilities where the proposed clinical testing is 
to be conducted, or 

(ii) to the Secretary, if— 

(I) no such committee exists, or 
(II) the Secretary finds that the process 

of review by such committee is inadequate 
(whether or not the plan for such testing 
has been approved by such committee), 

for review for adequacy to justify the com-
mencement of such testing; and, unless the 
plan and report are submitted to the Sec-
retary, submit to the Secretary a summary 
of the plan and a report of prior investiga-
tions of the device (including, where appro-
priate, tests on animals); 

(B) promptly notify the Secretary (under 
such circumstances and in such manner as the 
Secretary prescribes) of approval by a local in-
stitutional review committee of any clinical 
testing plan submitted to it in accordance 
with subparagraph (A); 

(C) in the case of a device to be distributed 
to investigators for testing, obtain signed 
agreements from each of such investigators 
that any testing of the device involving 
human subjects will be under such investiga-
tor’s supervision and in accordance with sub-
paragraph (D) and submit such agreements to 
the Secretary; and 

(D) assure that informed consent will be ob-
tained from each human subject (or his rep-
resentative) of proposed clinical testing in-
volving such device, except where subject to 
such conditions as the Secretary may pre-
scribe, the investigator conducting or super-
vising the proposed clinical testing of the de-
vice determines in writing that there exists a 
life threatening situation involving the human 
subject of such testing which necessitates the 
use of such device and it is not feasible to ob-
tain informed consent from the subject and 
there is not sufficient time to obtain such con-
sent from his representative. 

The determination required by subparagraph (D) 
shall be concurred in by a licensed physician 
who is not involved in the testing of the human 
subject with respect to which such determina-
tion is made unless immediate use of the device 
is required to save the life of the human subject 
of such testing and there is not sufficient time 
to obtain such concurrence. 

(4)(A) An application, submitted in accordance 
with the procedures prescribed by regulations 
under paragraph (2), for an exemption for a de-
vice (other than an exemption from section 360f 
of this title) shall be deemed approved on the 
thirtieth day after the submission of the appli-
cation to the Secretary unless on or before such 
day the Secretary by order disapproves the ap-
plication and notifies the applicant of the dis-
approval of the application. 

(B) The Secretary may disapprove an applica-
tion only if he finds that the investigation with 
respect to which the application is submitted 
does not conform to procedures and conditions 
prescribed under regulations under paragraph 
(2). Such a notification shall contain the order 
of disapproval and a complete statement of the 
reasons for the Secretary’s disapproval of the 
application and afford the applicant opportunity 
for an informal hearing on the disapproval 
order. 

(5) The Secretary may by order withdraw an 
exemption granted under this subsection for a 
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device if the Secretary determines that the con-
ditions applicable to the device under this sub-
section for such exemption are not met. Such an 
order may be issued only after opportunity for 
an informal hearing, except that such an order 
may be issued before the provision of an oppor-
tunity for an informal hearing if the Secretary 
determines that the continuation of testing 
under the exemption with respect to which the 
order is to be issued will result in an unreason-
able risk to the public health. 

(h) Release of information respecting safety and 
effectiveness 

(1) The Secretary shall promulgate regulations 
under which a detailed summary of information 
respecting the safety and effectiveness of a de-
vice which information was submitted to the 
Secretary and which was the basis for— 

(A) an order under section 360e(d)(1)(A) of 
this title approving an application for pre-
market approval for the device or denying ap-
proval of such an application or an order under 
section 360e(e) of this title withdrawing ap-
proval of such an application for the device, 

(B) an order under section 360e(f)(6)(A) of 
this title revoking an approved protocol for 
the device, an order under section 360e(f)(6)(B) 
of this title declaring a protocol for the device 
completed or not completed, or an order under 
section 360e(f)(7) of this title revoking the ap-
proval of the device, or 

(C) an order approving an application under 
subsection (g) of this section for an exemption 
for the device from section 360f of this title or 
an order disapproving, or withdrawing ap-
proval of, an application for an exemption 
under such subsection for the device, 

shall be made available to the public upon issu-
ance of the order. Summaries of information 
made available pursuant to this paragraph re-
specting a device shall include information re-
specting any adverse effects on health of the de-
vice. 

(2) The Secretary shall promulgate regulations 
under which each advisory committee estab-
lished under section 360e(g)(2)(B) of this title 
shall make available to the public a detailed 
summary of information respecting the safety 
and effectiveness of a device which information 
was submitted to the advisory committee and 
which was the basis for its recommendation to 
the Secretary made pursuant to section 
360e(g)(2)(A) of this title. A summary of informa-
tion upon which such a recommendation is 
based shall be made available pursuant to this 
paragraph only after the issuance of the order 
with respect to which the recommendation was 
made and each summary shall include informa-
tion respecting any adverse effect on health of 
the device subject to such order. 

(3) Except as provided in paragraph (4), any in-
formation respecting a device which is made 
available pursuant to paragraph (1) or (2) of this 
subsection (A) may not be used to establish the 
safety or effectiveness of another device for pur-
poses of this chapter by any person other than 
the person who submitted the information so 
made available, and (B) shall be made available 
subject to subsection (c) of this section. 

(4)(A) Any information contained in an appli-
cation for premarket approval filed with the 

Secretary pursuant to section 360e(c) of this 
title, including clinical and preclinical tests or 
studies, but excluding descriptions of methods of 
manufacture and product composition, that 
demonstrates the safety and effectiveness of a 
device shall be available 1 year after the origi-
nal application for the fourth device of a kind 
has been approved by the Secretary, for use by 
the Secretary in approving devices, or determin-
ing whether a product development protocol has 
been completed, under section 360e of this title, 
establishing a performance standard under sec-
tion 360d of this title, and reclassifying devices 
under subsections (e) and (f) of section 360c of 
this title, and subsection (l)(2) of this section. 
The Secretary shall deem devices that incor-
porate the same technologies, have the same 
principles of operation, and are intended for the 
same use or uses to be within a kind of device. 

(B) The Secretary, contemporaneously with 
the approval of the fourth device of a kind, shall 
publish an order in the Federal Register identi-
fying the four devices of a kind that have been 
approved under section 360e of this title and the 
date on which the data contained in premarket 
approval applications for the devices will be 
available to the Secretary for use, as described 
in subparagraph (A). 

(C) The publicly available detailed summaries 
of information respecting the safety and effec-
tiveness of devices required by paragraph (1)(A) 
shall be available for use by the Secretary as the 
evidentiary basis for the regulatory action de-
scribed in subparagraph (A). 

(D)(i) This paragraph shall become effective— 
(I) on November 15, 1990, for devices for 

which four devices of a kind were approved on 
or before December 31, 1987, and 

(II) on November 15, 1991, for devices not de-
scribed in subclause (I). 

(ii) For each device described in clause (i)(I), 
the Secretary shall publish a notice in the Fed-
eral Register setting forth the date, which shall 
be not earlier than 1 year after the date of the 
notice, that data identified in subparagraph (A) 
shall be available for the use of the Secretary. 

(E)(i) Except as provided in clause (ii), the ap-
proval date of a device, for purposes of this para-
graph, shall be the date of the letter of the Sec-
retary to the applicant approving a device under 
section 360e of this title and permitting the ap-
plicant to commercially distribute the device. 

(ii) For each device described in subparagraph 
(D)(i)(II) for which the original application for a 
fourth device of a kind is approved by the Sec-
retary before November 1, 1991, the approval 
date of the fourth device of a kind shall be 
deemed to be November 15, 1991. 

(F) Any challenge to an order under subpara-
graph (B) shall be made not later than 30 days 
after the date of the Federal Register notice re-
ferred to in such subparagraph. 

(i) Proceedings of advisory panels and commit-
tees 

Each panel under section 360c of this title and 
each advisory committee established under sec-
tion 360d(b)(5)(B) or 360e(g) of this title or under 
subsection (f) of this section shall make and 
maintain a transcript of any proceeding of the 
panel or committee. Each such panel and com-
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mittee shall delete from any transcript made 
pursuant to this subsection information which 
under subsection (c) of this section is to be con-
sidered confidential. 

(j) Traceability 

Except as provided in section 360i(e) of this 
title, no regulation under this chapter may im-
pose on a type or class of device requirements 
for the traceability of such type or class of de-
vice unless such requirements are necessary to 
assure the protection of the public health. 

(k) Research and development 

The Secretary may enter into contracts for re-
search, testing, and demonstrations respecting 
devices and may obtain devices for research, 
testing, and demonstration purposes without re-
gard to section 3324(a) and (b) of title 31 and sec-
tion 5 of title 41. 

(l) Transitional provisions for devices considered 
as new drugs or antibiotic drugs 

(1) Any device intended for human use— 
(A) for which on May 28, 1976 (hereinafter in 

this subsection referred to as the ‘‘enactment 
date’’) an approval of an application submitted 
under section 355(b) of this title was in effect; 

(B) for which such an application was filed 
on or before the enactment date and with re-
spect to which application no order of ap-
proval or refusing to approve had been issued 
on such date under subsection (c) or (d) of such 
section; 

(C) for which on the enactment date an ex-
emption under subsection (i) of such section 
was in effect; 

(D) which is within a type of device de-
scribed in subparagraph (A), (B), or (C) and is 
substantially equivalent to another device 
within that type; 

(E) which the Secretary in a notice pub-
lished in the Federal Register before the en-
actment date has declared to be a new drug 
subject to section 355 of this title; or 

(F) with respect to which on the enactment 
date an action is pending in a United States 
court under section 332, 333, or 334 of this title 
for an alleged violation of a provision of sec-
tion 331 of this title which enforces a require-
ment of section 355 of this title or for an al-
leged violation of section 355(a) of this title, 

is classified in class III unless the Secretary in 
response to a petition submitted under para-
graph (2) has classified such device in class I or 
II. 

(2) The Secretary may initiate the reclassi-
fication of a device classified into class III under 
paragraph (1) of this subsection or the manufac-
turer or importer of a device classified under 
paragraph (1) may petition the Secretary (in 
such form and manner as he shall prescribe) for 
the issuance of an order classifying the device in 
class I or class II. Within thirty days of the fil-
ing of such a petition, the Secretary shall notify 
the petitioner of any deficiencies in the petition 
which prevent the Secretary from making a de-
cision on the petition. Except as provided in 
paragraph (3)(D)(ii), within one hundred and 
eighty days after the filing of a petition under 
this paragraph, the Secretary shall, after con-
sultation with the appropriate panel under sec-

tion 360c of this title, by order either deny the 
petition or order the classification, in accord-
ance with the criteria prescribed by section 
360c(a)(1)(A) of this title or 360c(a)(1)(B) of this 
title, of the device in class I or class II. 

(3)(A) In the case of a device which is described 
in paragraph (1)(A) and which is in class III— 

(i) such device shall on the enactment date 
be considered a device with an approved appli-
cation under section 360e of this title, and 

(ii) the requirements applicable to such de-
vice before the enactment date under section 
355 of this title shall continue to apply to such 
device until changed by the Secretary as au-
thorized by this chapter. 

(B) In the case of a device which is described 
in paragraph (1)(B) and which is in class III, an 
application for such device shall be considered 
as having been filed under section 360e of this 
title on the enactment date. The period in which 
the Secretary shall act on such application in 
accordance with section 360e(d)(1) of this title 
shall be one hundred and eighty days from the 
enactment date (or such greater period as the 
Secretary and the applicant may agree upon 
after the Secretary has made the finding re-
quired by section 360e(d)(1)(B)(i) of this title) 
less the number of days in the period beginning 
on the date an application for such device was 
filed under section 355 of this title and ending on 
the enactment date. After the expiration of such 
period such device is required, unless exempt 
under subsection (g) of this section, to have in 
effect an approved application under section 360e 
of this title. 

(C) A device which is described in paragraph 
(1)(C) and which is in class III shall be consid-
ered a new drug until the expiration of the nine-
ty-day period beginning on the date of the pro-
mulgation of regulations under subsection (g) of 
this section. After the expiration of such period 
such device is required, unless exempt under 
subsection (g) of this section, to have in effect 
an approved application under section 360e of 
this title. 

(D)(i) Except as provided in clauses (ii) and 
(iii), a device which is described in subparagraph 
(D), (E), or (F) of paragraph (1) and which is in 
class III is required, unless exempt under sub-
section (g) of this section, to have on and after 
sixty days after the enactment date in effect an 
approved application under section 360e of this 
title. 

(ii) If— 
(I) a petition is filed under paragraph (2) for 

a device described in subparagraph (D), (E), or 
(F) of paragraph (1), or 

(II) an application for premarket approval is 
filed under section 360e of this title for such a 
device, 

within the sixty-day period beginning on the en-
actment date (or within such greater period as 
the Secretary, after making the finding required 
under section 360e(d)(1)(B) of this title, and the 
petitioner or applicant may agree upon), the 
Secretary shall act on such petition or applica-
tion in accordance with paragraph (2) or section 
360e of this title except that the period within 
which the Secretary must act on the petition or 
application shall be within the one hundred and 
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twenty-day period beginning on the date the pe-
tition or application is filed. If such a petition 
or application is filed within such sixty-day (or 
greater) period, clause (i) of this subparagraph 
shall not apply to such device before the expira-
tion of such one hundred and twenty-day period, 
or if such petition is denied or such application 
is denied approval, before the date of such de-
nial, whichever occurs first. 

(iii) In the case of a device which is described 
in subparagraph (E) of paragraph (1), which the 
Secretary in a notice published in the Federal 
Register after March 31, 1976, declared to be a 
new drug subject to section 355 of this title, and 
which is in class III— 

(I) the device shall, after eighteen months 
after the enactment date, have in effect an ap-
proved application under section 360e of this 
title unless exempt under subsection (g) of 
this section, and 

(II) the Secretary may, during the period be-
ginning one hundred and eighty days after the 
enactment date and ending eighteen months 
after such date, restrict the use of the device 
to investigational use by experts qualified by 
scientific training and experience to inves-
tigate the safety and effectiveness of such de-
vice, and to investigational use in accordance 
with the requirements applicable under regu-
lations under subsection (g) of this section to 
investigational use of devices granted an ex-
emption under such subsection. 

If the requirements under subsection (g) of this 
section are made applicable to the investiga-
tional use of such a device, they shall be made 
applicable in such a manner that the device 
shall be made reasonably available to physicians 
meeting appropriate qualifications prescribed by 
the Secretary. 

(4) Any device intended for human use which 
on the enactment date was subject to the re-
quirements of section 357 of this title shall be 
subject to such requirements as follows: 

(A) In the case of such a device which is clas-
sified into class I, such requirements shall 
apply to such device until the effective date of 
the regulation classifying the device into such 
class. 

(B) In the case of such a device which is clas-
sified into class II, such requirements shall 
apply to such device until the effective date of 
a performance standard applicable to the de-
vice under section 360d of this title. 

(C) In the case of such a device which is clas-
sified into class III, such requirements shall 
apply to such device until the date on which 
the device is required to have in effect an ap-
proved application under section 360e of this 
title. 

(5)(A) Before December 1, 1991, the Secretary 
shall by order require manufacturers of devices 
described in paragraph (1), which are subject to 
revision of classification under subparagraph 
(B), to submit to the Secretary a summary of 
and citation to any information known or other-
wise available to the manufacturers respecting 
the devices, including adverse safety or effec-
tiveness information which has not been submit-
ted under section 360i of this title. The Sec-
retary may require a manufacturer to submit 

the adverse safety or effectiveness data for 
which a summary and citation were submitted, 
if such data are available to the manufacturer. 

(B) Except as provided in subparagraph (C), 
after the issuance of an order under subpara-
graph (A) but before December 1, 1992, the Sec-
retary shall publish a regulation in the Federal 
Register for each device which is classified in 
class III under paragraph (1) revising the classi-
fication of the device so that the device is classi-
fied into class I or class II, unless the regulation 
requires the device to remain in class III. In de-
termining whether to revise the classification of 
a device or to require a device to remain in class 
III, the Secretary shall apply the criteria set 
forth in section 360c(a) of this title. Before the 
publication of a regulation requiring a device to 
remain in class III or revising its classification, 
the Secretary shall publish a proposed regula-
tion respecting the classification of a device 
under this subparagraph and provide an oppor-
tunity for the submission of comments on any 
such regulation. No regulation under this sub-
paragraph requiring a device to remain in class 
III or revising its classification may take effect 
before the expiration of 90 days from the date of 
the publication in the Federal Register of the 
proposed regulation. 

(C) The Secretary may by notice published in 
the Federal Register extend the period pre-
scribed by subparagraph (B) for a device for an 
additional period not to exceed 1 year. 

(m) Humanitarian device exemption 

(1) To the extent consistent with the protec-
tion of the public health and safety and with 
ethical standards, it is the purpose of this sub-
section to encourage the discovery and use of 
devices intended to benefit patients in the treat-
ment and diagnosis of diseases or conditions 
that affect fewer than 4,000 individuals in the 
United States. 

(2) The Secretary may grant a request for an 
exemption from the effectiveness requirements 
of sections 360d and 360e of this title for a device 
for which the Secretary finds that— 

(A) the device is designed to treat or diag-
nose a disease or condition that affects fewer 
than 4,000 individuals in the United States, 

(B) the device would not be available to a 
person with a disease or condition referred to 
in subparagraph (A) unless the Secretary 
grants such an exemption and there is no com-
parable device, other than under this exemp-
tion, available to treat or diagnose such dis-
ease or condition, and 

(C) the device will not expose patients to an 
unreasonable or significant risk of illness or 
injury and the probable benefit to health from 
the use of the device outweighs the risk of in-
jury or illness from its use, taking into ac-
count the probable risks and benefits of cur-
rently available devices or alternative forms 
of treatment. 

(3) No person granted an exemption under 
paragraph (2) with respect to a device may sell 
the device for an amount that exceeds the costs 
of research and development, fabrication, and 
distribution of the device. 

(4) Devices granted an exemption under para-
graph (2) may only be used— 
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(A) in facilities that have established, in ac-
cordance with regulations of the Secretary, a 
local institutional review committee to super-
vise clinical testing of devices in the facilities, 
and 

(B) if, before the use of a device, an institu-
tional review committee approves the use in 
the treatment or diagnosis of a disease or con-
dition referred to in paragraph (2)(A). 

(5) An exemption under paragraph (2) shall be 
for a term of 18 months and may only be ini-
tially granted in the 5-year period beginning on 
the date regulations under paragraph (6) take ef-
fect. The Secretary may extend such an exemp-
tion for a period of 18 months if the Secretary is 
able to make the findings set forth in paragraph 
(2) and if the applicant supplies information 
demonstrating compliance with paragraph (3). 
An exemption may be extended more than once 
and may be extended after the expiration of 
such 5-year period. 

(6) Within one year of November 28, 1990, the 
Secretary shall issue regulations to implement 
this subsection. 

(June 25, 1938, ch. 675, § 520, as added May 28, 1976, 
Pub. L. 94–295, § 2, 90 Stat. 565; amended Nov. 28, 
1990, Pub. L. 101–629, §§ 3(b)(2), 4(b)(2), 5(c)(2), 
6(b)(2), 11, 14(a), 18(e), (f), 104 Stat. 4514, 4516, 
4518, 4519, 4522, 4524, 4529; Oct. 29, 1992, Pub. L. 
102–571, title I, § 107(10), 106 Stat. 4499.) 

REFERENCES IN TEXT 

Section 14 of the Federal Advisory Committee Act, 

referred to in subsec. (f)(3), is section 14 of Pub. L. 

92–463, which is set out in the Appendix to Title 5, Gov-

ernment Organization and Employees. 

CODIFICATION 

In subsec. (k), ‘‘section 3324(a) and (b) of title 31’’ sub-

stituted for reference to section 3648 of the Revised 

Statutes (31 U.S.C. 529) on authority of Pub. L. 97–258, 

§ 4(b), Sept. 13, 1982, 96 Stat. 1067, the first section of 

which enacted Title 31, Money and Finance. 

AMENDMENTS 

1992—Subsec. (g)(2)(A). Pub. L. 102–571 substituted 

‘‘379e’’ for ‘‘376’’. 

1990—Subsec. (c). Pub. L. 101–629, § 11(1), substituted 

‘‘from class III to class II or class I’’ for ‘‘under section 

360c of this title from class III to class II’’ and inserted 

‘‘(1) in accordance with subsection (h) of this section, 

and (2)’’ after ‘‘except’’. 

Subsec. (f)(1)(A). Pub. L. 101–629, § 18(e), inserted ‘‘pre- 

production design validation (including a process to as-

sess the performance of a device but not including an 

evaluation of the safety or effectiveness of a device),’’ 

after ‘‘manufacture,’’. 

Subsec. (h)(3). Pub. L. 101–629, § 11(2)(A), substituted 

‘‘Except as provided in paragraph (4), any’’ for ‘‘Any’’. 

Subsec. (h)(4). Pub. L. 101–629, § 11(2)(B), added par. (4). 

Subsec. (i). Pub. L. 101–629, § 6(b)(2), substituted ‘‘sec-

tion 360d(b)(5)(B)’’ for ‘‘section 360d(g)(5)(B)’’. 

Subsec. (j). Pub. L. 101–629, § 3(b)(2), substituted ‘‘Ex-

cept as provided in section 360i(e) of this title, no’’ for 

‘‘No’’. 

Subsec. (l)(2). Pub. L. 101–629, § 18(f), struck out ‘‘and 

after affording the petitioner an opportunity for an in-

formal hearing’’ after ‘‘under this paragraph’’. 

Pub. L. 101–629, § 5(c)(2), substituted ‘‘The Secretary 

may initiate the reclassification of a device classified 

into class III under paragraph (1) of this subsection or 

the manufacturer’’ for ‘‘The manufacturer’’. 

Subsec. (l)(5). Pub. L. 101–629, § 4(b)(2), added par. (5). 

Subsec. (m). Pub. L. 101–629, § 14(a), added subsec. (m). 

EFFECTIVE DATE OF 1990 AMENDMENT 

Section 14(b) of Pub. L. 101–629 provided that: ‘‘Sub-

section (m) of section 520 of the Federal Food, Drug, 

and Cosmetic Act [21 U.S.C. 360j(m)], as added by the 

amendment made by subsection (a), shall take effect on 

the effective date of the regulations issued by the Sec-

retary under paragraph (6) of such subsection.’’ 

REPORT ON HUMANITARIAN DEVICE EXEMPTIONS 

Section 14(c) of Pub. L. 101–629 directed Secretary of 

Health and Human Services, within 4 years after issu-

ance of regulations under 21 U.S.C. 360j(m)(6), to report 

to Congress on types of devices exempted, an evalua-

tion of effects of such section, and a recommendation 

on extension of the section. 

REFERENCES IN OTHER LAWS TO GS–16, 17, OR 18 PAY 

RATES 

References in laws to the rates of pay for GS–16, 17, 

or 18, or to maximum rates of pay under the General 

Schedule, to be considered references to rates payable 

under specified sections of Title 5, Government Organi-

zation and Employees, see section 529 [title I, § 101(c)(1)] 

of Pub. L. 101–509, set out in a note under section 5376 

of Title 5. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 333, 351, 352, 

353, 360c, 360d, 360e, 360g, 360i, 374, 381, 383 of this title. 

§ 360k. State and local requirements respecting 
devices 

(a) General rule 

Except as provided in subsection (b) of this 
section, no State or political subdivision of a 
State may establish or continue in effect with 
respect to a device intended for human use any 
requirement— 

(1) which is different from, or in addition to, 
any requirement applicable under this chapter 
to the device, and 

(2) which relates to the safety or effective-
ness of the device or to any other matter in-
cluded in a requirement applicable to the de-
vice under this chapter. 

(b) Exempt requirements 

Upon application of a State or a political sub-
division thereof, the Secretary may, by regula-
tion promulgated after notice and opportunity 
for an oral hearing, exempt from subsection (a) 
of this section, under such conditions as may be 
prescribed in such regulation, a requirement of 
such State or political subdivision applicable to 
a device intended for human use if— 

(1) the requirement is more stringent than a 
requirement under this chapter which would 
be applicable to the device if an exemption 
were not in effect under this subsection; or 

(2) the requirement— 
(A) is required by compelling local condi-

tions, and 
(B) compliance with the requirement 

would not cause the device to be in violation 
of any applicable requirement under this 
chapter. 

(June 25, 1938, ch. 675, § 521, as added May 28, 1976, 
Pub. L. 94–295, § 2, 90 Stat. 574.) 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 360g of this title. 
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§ 360l. Postmarket surveillance 

(a) In general 

(1) Required surveillance 

The Secretary shall require a manufacturer 
to conduct postmarket surveillance for any 
device of the manufacturer first introduced or 
delivered for introduction into interstate com-
merce after January 1, 1991, that— 

(A) is a permanent implant the failure of 
which may cause serious, adverse health 
consequences or death, 

(B) is intended for a use in supporting or 
sustaining human life, or 

(C) potentially presents a serious risk to 
human health. 

(2) Discretionary surveillance 

The Secretary may require a manufacturer 
to conduct postmarket surveillance for a de-
vice of the manufacturer if the Secretary de-
termines that postmarket surveillance of the 
device is necessary to protect the public 
health or to provide safety or effectiveness 
data for the device. 

(b) Surveillance approval 

Each manufacturer required to conduct a sur-
veillance of a device under subsection (a)(1) of 
this section shall, within 30 days of the first in-
troduction or delivery for introduction of such 
device into interstate commerce, submit, for the 
approval of the Secretary, a protocol for the re-
quired surveillance. Each manufacturer required 
to conduct a surveillance of a device under sub-
section (a)(2) of this section shall, within 30 days 
after receiving notice that the manufacturer is 
required to conduct such surveillance, submit, 
for the approval of the Secretary, a protocol for 
the required surveillance. The Secretary, within 
60 days of the receipt of such protocol, shall de-
termine if the principal investigator proposed to 
be used in the surveillance has sufficient quali-
fications and experience to conduct such surveil-
lance and if such protocol will result in collec-
tion of useful data or other information nec-
essary to protect the public health and to pro-
vide safety and effectiveness information for the 
device. The Secretary may not approve such a 
protocol until it has been reviewed by an appro-
priately qualified scientific and technical review 
committee established by the Secretary. 

(June 25, 1938, ch. 675, § 522, as added Nov. 28, 
1990, Pub. L. 101–629, § 10, 104 Stat. 4521; amended 
June 16, 1992, Pub. L. 102–300, § 3(b), 106 Stat. 239.) 

AMENDMENTS 

1992—Subsec. (b). Pub. L. 102–300 substituted ‘‘(a)(1)’’ 

for ‘‘(a)’’, inserted comma after ‘‘commerce’’, and in-

serted after first sentence ‘‘Each manufacturer re-

quired to conduct a surveillance of a device under sub-

section (a)(2) of this section shall, within 30 days after 

receiving notice that the manufacturer is required to 

conduct such surveillance, submit, for the approval of 

the Secretary, a protocol for the required surveil-

lance.’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 352 of this 

title. 

PART B—DRUGS FOR RARE DISEASES OR 
CONDITIONS 

PART REFERRED TO IN OTHER SECTIONS 

This part is referred to in title 42 section 236. 

§ 360aa. Recommendations for investigations of 
drugs for rare diseases or conditions 

(a) Request by sponsor; response by Secretary 

The sponsor of a drug for a disease or condi-
tion which is rare in the States may request the 
Secretary to provide written recommendations 
for the non-clinical and clinical investigations 
which must be conducted with the drug before— 

(1) it may be approved for such disease or 
condition under section 355 of this title, 

(2) if the drug is an antibiotic, it may be cer-
tified for such disease or condition under sec-
tion 357 of this title, or 

(3) if the drug is a biological product, it may 
be licensed for such disease or condition under 
section 262 of title 42. 

If the Secretary has reason to believe that a 
drug for which a request is made under this sec-
tion is a drug for a disease or condition which is 
rare in the States, the Secretary shall provide 
the person making the request written recom-
mendations for the non-clinical and clinical in-
vestigations which the Secretary believes, on 
the basis of information available to the Sec-
retary at the time of the request under this sec-
tion, would be necessary for approval of such 
drug for such disease or condition under section 
355 of this title, certification of such drug for 
such disease or condition under section 357 of 
this title, or licensing of such drug for such dis-
ease or condition under section 262 of title 42. 

(b) Regulations 

The Secretary shall by regulation promulgate 
procedures for the implementation of subsection 
(a) of this section. 

(June 25, 1938, ch. 675, § 525, as added Jan. 4, 1983, 
Pub. L. 97–414, § 2(a), 96 Stat. 2049; amended Aug. 
15, 1985, Pub. L. 99–91, § 3(a)(1), 99 Stat. 387.) 

AMENDMENTS 

1985—Subsec. (a). Pub. L. 99–91 struck out ‘‘or’’ at end 

of par. (1), inserted par. (2), redesignated former par. (2) 

as (3) and struck out ‘‘before’’ after ‘‘product,’’, and in 

last sentence inserted provisions relating to certifi-

cation of such drug for disease or condition under sec-

tion 357 of this title and substituted ‘‘licensing of such 

drug for such disease or condition under section 262 of 

title 42’’ for ‘‘licensing under section 262 of title 42 for 

such disease or condition’’. 

EFFECTIVE DATE OF 1985 AMENDMENT 

Section 8 of Pub. L. 99–91 provided that: 

‘‘(a) GENERAL RULE.—Except as provided in sub-

section (b), this Act and the amendments made by this 

Act [amending this section, sections 360bb, 360cc, and 

360ee of this title, and sections 295g–1 and 6022 of Title 

42, The Public Health and Welfare, and enacting provi-

sions set out as notes under section 301 of this title and 

section 236 of Title 42] shall take effect October 1, 1985. 

‘‘(b) EXCEPTION.—The amendments made by sections 

2, 3, and 6(a) [amending this section and sections 360bb 

and 360cc of this title] shall take effect on the date of 

the enactment of this Act [Aug. 15, 1985]. The amend-

ment made by section 6(b) [amending section 6022 of 

Title 42] shall take effect October 19, 1984. The amend-



Page 176 TITLE 21—FOOD AND DRUGS § 360bb 

ments made by section 7 [amending section 295g–1 of 

Title 42] shall take effect October 1, 1984 and shall cease 

to be in effect after September 30, 1985.’’ 

STUDY 

Pub. L. 100–290, § 3(d), Apr. 18, 1988, 102 Stat. 91, di-

rected Secretary of Health and Human Services to con-

duct a study to determine whether the application of 

subchapter B of chapter V of the Federal Food, Drug, 

and Cosmetic Act, 21 U.S.C. 360aa et seq. (relating to 

drugs for rare diseases and conditions), and 26 U.S.C. 28 

(relating to tax credit) to medical devices or medical 

foods for rare diseases or conditions or to both was 

needed to encourage development of such devices and 

foods and report results of the study to Congress not 

later than one year after Apr. 18, 1988. 

CONGRESSIONAL FINDINGS 

Section 1(b) of Pub. L. 97–414 provided that: ‘‘The 

Congress finds that— 

‘‘(1) there are many diseases and conditions, such as 

Huntington’s disease, myoclonus, ALS (Lou Gehrig’s 

disease), Tourette syndrome, and muscular dystrophy 

which affect such small numbers of individuals resid-

ing in the United States that the diseases and condi-

tions are considered rare in the United States; 

‘‘(2) adequate drugs for many of such diseases and 

conditions have not been developed; 

‘‘(3) drugs for these diseases and conditions are 

commonly referred to as ‘orphan drugs’; 

‘‘(4) because so few individuals are affected by any 

one rare disease or condition, a pharmaceutical com-

pany which develops an orphan drug may reasonably 

expect the drug to generate relatively small sales in 

comparison to the cost of developing the drug and 

consequently to incur a financial loss; 

‘‘(5) there is reason to believe that some promising 

orphan drugs will not be developed unless changes are 

made in the applicable Federal laws to reduce the 

costs of developing such drugs and to provide finan-

cial incentives to develop such drugs; and 

‘‘(6) it is in the public interest to provide such 

changes and incentives for the development of orphan 

drugs.’’ 

§ 360bb. Designation of drugs for rare diseases or 
conditions 

(a) Request by sponsor; preconditions; ‘‘rare dis-
ease or condition’’ defined 

(1) The manufacturer or the sponsor of a drug 
may request the Secretary to designate the drug 
as a drug for a rare disease or condition. A re-
quest for designation of a drug shall be made be-
fore the submission of an application under sec-
tion 355(b) of this title for the drug, the submis-
sion of an application for certification of the 
drug under section 357 of this title, or the sub-
mission of an application for licensing of the 
drug under section 262 of title 42. If the Sec-
retary finds that a drug for which a request is 
submitted under this subsection is being or will 
be investigated for a rare disease or condition 
and— 

(A) if an application for such drug is ap-
proved under section 355 of this title, 

(B) if a certification for such drug is issued 
under section 357 of this title, or 

(C) if a license for such drug is issued under 
section 262 of title 42, 

the approval, certification, or license would be 
for use for such disease or condition, the Sec-
retary shall designate the drug as a drug for 
such disease or condition. A request for a des-
ignation of a drug under this subsection shall 

contain the consent of the applicant to notice 
being given by the Secretary under subsection 
(b) of this section respecting the designation of 
the drug. 

(2) For purposes of paragraph (1), the term 
‘‘rare disease or condition’’ means any disease 
or condition which (A) affects less than 200,000 
persons in the United States, or (B) affects more 
than 200,000 in the United States and for which 
there is no reasonable expectation that the cost 
of developing and making available in the 
United States a drug for such disease or condi-
tion will be recovered from sales in the United 
States of such drug. Determinations under the 
preceding sentence with respect to any drug 
shall be made on the basis of the facts and cir-
cumstances as of the date the request for des-
ignation of the drug under this subsection is 
made. 

(b) Notification of discontinuance of drug or ap-
plication as condition 

A designation of a drug under subsection (a) of 
this section shall be subject to the condition 
that— 

(1) if an application was approved for the 
drug under section 355(b) of this title, a certifi-
cate was issued for the drug under section 357 
of this title, or a license was issued for the 
drug under section 262 of title 42, the manufac-
turer of the drug will notify the Secretary of 
any discontinuance of the production of the 
drug at least one year before discontinuance, 
and 

(2) if an application has not been approved 
for the drug under section 355(b) of this title, 
a certificate has not been issued for the drug 
under section 357 of this title, or a license has 
not been issued for the drug under section 262 
of title 42 and if preclinical investigations or 
investigations under section 355(i) of this title 
are being conducted with the drug, the manu-
facturer or sponsor of the drug will notify the 
Secretary of any decision to discontinue ac-
tive pursuit of approval of an application 
under section 355(b) of this title, approval of 
an application for certification under section 
357 of this title, or approval of a license under 
section 262 of title 42. 

(c) Notice to public 

Notice respecting the designation of a drug 
under subsection (a) of this section shall be 
made available to the public. 

(d) Regulations 

The Secretary shall by regulation promulgate 
procedures for the implementation of subsection 
(a) of this section. 

(June 25, 1938, ch. 675, § 526, as added Jan. 4, 1983, 
Pub. L. 97–414, § 2(a), 96 Stat. 2050; amended Oct. 
30, 1984, Pub. L. 98–551, § 4(a), 98 Stat. 2817; Aug. 
15, 1985, Pub. L. 99–91, § 3(a)(2), 99 Stat. 387; Apr. 
18, 1988, Pub. L. 100–290, § 2, 102 Stat. 90.) 

AMENDMENTS 

1988—Subsec. (a)(1). Pub. L. 100–290, § 2(a), inserted 

after first sentence ‘‘A request for designation of a drug 

shall be made before the submission of an application 

under section 355(b) of this title for the drug, the sub-

mission of an application for certification of the drug 

under section 357 of this title, or the submission of an 
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application for licensing of the drug under section 262 

of title 42.’’ 

Subsecs. (b) to (d). Pub. L. 100–290, § 2(b), added sub-

sec. (b) and redesignated former subsecs. (b) and (c) as 

(c) and (d), respectively. 

1985—Subsec. (a)(1). Pub. L. 99–91 struck out ‘‘or’’ at 

end of subpar. (A), struck out subpar. (B) and sub-

stituted subpars. (B) and (C), and inserted 

‘‘, certification,’’ after ‘‘approval’’. 

1984—Subsec. (a)(2). Pub. L. 98–551 substituted ‘‘which 

(A) affects less than 200,000 persons in the United 

States, or (B) affects more than 200,000 in the United 

States and for which’’ for ‘‘which occurs so infre-

quently in the United States that’’. 

EFFECTIVE DATE OF 1985 AMENDMENT 

Amendment by Pub. L. 99–91 effective Aug. 15, 1985, 

see section 8(b) of Pub. L. 99–91, set out as a note under 

section 360aa of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 360cc, 360dd, 

360ee of this title; title 26 section 28; title 42 section 236. 

§ 360cc. Protection for drugs for rare diseases or 
conditions 

(a) Exclusive approval, certification, or license 

Except as provided in subsection (b) of this 
section, if the Secretary— 

(1) approves an application filed pursuant to 
section 355 of this title, 

(2) issues a certification under section 357 of 
this title, or 

(3) issues a license under section 262 of title 
42 

for a drug designated under section 360bb of this 
title for a rare disease or condition, the Sec-
retary may not approve another application 
under section 355 of this title, issue another cer-
tification under section 357 of this title, or issue 
another license under section 262 of title 42 for 
such drug for such disease or condition for a per-
son who is not the holder of such approved appli-
cation, of such certification, or of such license 
until the expiration of seven years from the date 
of the approval of the approved application, the 
issuance of the certification, or the issuance of 
the license. Section 355(c)(2) of this title does 
not apply to the refusal to approve an applica-
tion under the preceding sentence. 

(b) Exceptions 

If an application filed pursuant to section 355 
of this title is approved for a drug designated 
under section 360bb of this title for a rare dis-
ease or condition, if a certification is issued 
under section 357 of this title for such a drug, or 
if a license is issued under section 262 of title 42 
for such a drug, the Secretary may, during the 
seven-year period beginning on the date of the 
application approval, of the issuance of the cer-
tification under section 357 of this title, or of 
the issuance of the license, approve another ap-
plication under section 355 of this title, issue an-
other certification under section 357 of this 
title, or issue a license under section 262 of title 
42, for such drug for such disease or condition 
for a person who is not the holder of such ap-
proved application, of such certification, or of 
such license if— 

(1) the Secretary finds, after providing the 
holder notice and opportunity for the submis-

sion of views, that in such period the holder of 
the approved application, of such certification, 
or of the license cannot assure the availability 
of sufficient quantities of the drug to meet the 
needs of persons with the disease or condition 
for which the drug was designated; or 

(2) such holder provides the Secretary in 
writing the consent of such holder for the ap-
proval of other applications, issuance of other 
certifications, or the issuance of other licenses 
before the expiration of such seven-year pe-
riod. 

(June 25, 1938, ch. 675, § 527, as added Jan. 4, 1983, 
Pub. L. 97–414, § 2(a), 96 Stat. 2050; amended Sept. 
24, 1984, Pub. L. 98–417, title I, § 102(b)(6), 98 Stat. 
1593; Aug. 15, 1985, Pub. L. 99–91, §§ 2, 3(a)(3), 99 
Stat. 387, 388; Aug. 13, 1993, Pub. L. 103–80, § 3(v), 
107 Stat. 778.) 

AMENDMENTS 

1993—Subsec. (b). Pub. L. 103–80 struck out extraneous 

comma before ‘‘or issue a license under section 262’’ in 

introductory provisions and substituted ‘‘the’’ for 

‘‘The’’ at beginning of par. (1). 
1985—Pub. L. 99–91, § 2(3), struck out ‘‘unpatented’’ be-

fore ‘‘drugs’’ in section catchline. 
Subsec. (a). Pub. L. 99–91, §§ 2(1), 3(a)(3)(A)–(D), struck 

out ‘‘or’’ at end of par. (1), added par. (2), redesignated 

former par. (2) as (3), struck out ‘‘and for which a 

United States Letter of Patent may not be issued’’ 

after ‘‘rare disease or condition’’, inserted in first sen-

tence ‘‘, issue another certification under section 357 of 

this title,’’ after ‘‘section 355 of this title’’ the second 

time it appeared, inserted ‘‘, of such certification,’’ 

after ‘‘holder of such approved application’’, and in-

serted ‘‘, the issuance of the certification,’’ after ‘‘ap-

proval of the approved application’’. 
Subsec. (b). Pub. L. 99–91, §§ 2(2), 3(a)(3)(E)–(K), struck 

out ‘‘and if a United States Letter of Patent may not 

be issued for the drug’’ after ‘‘such a drug’’, substituted 

‘‘, if a certification is issued under section 357 of this 

title for such a drug, or if a license’’ for ‘‘or a license’’, 

inserted ‘‘, of the issuance of the certification under 

section 357 of this title,’’ after ‘‘application approval’’, 

struck out ‘‘, if the drug is a biological product,’’ be-

fore ‘‘issue a license’’, inserted ‘‘, issue another certifi-

cation under section 357 of this title,’’ after ‘‘section 

355 of this title’’, inserted ‘‘, of such certification,’’ 

after ‘‘holder of such approved application’’, inserted 

‘‘, of such certification,’’ after ‘‘application’’ in par. (1), 

and inserted ‘‘, issuance of other certifications,’’ after 

‘‘other applications’’ in par. (2). 
1984—Subsecs. (a), (b). Pub. L. 98–417 substituted ‘‘sec-

tion 355’’ for ‘‘section 355(b)’’ wherever appearing. 

EFFECTIVE DATE OF 1985 AMENDMENT 

Amendment by Pub. L. 99–91 effective Aug. 15, 1985, 

see section 8(b) of Pub. L. 99–91, set out as a note under 

section 360aa of this title. 

§ 360dd. Open protocols for investigations of 
drugs for rare diseases or conditions 

If a drug is designated under section 360bb of 
this title as a drug for a rare disease or condi-
tion and if notice of a claimed exemption under 
section 355(i) of this title or regulations issued 
thereunder is filed for such drug, the Secretary 
shall encourage the sponsor of such drug to de-
sign protocols for clinical investigations of the 
drug which may be conducted under the exemp-
tion to permit the addition to the investigations 
of persons with the disease or condition who 
need the drug to treat the disease or condition 
and who cannot be satisfactorily treated by 
available alternative drugs. 
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1 So in original. Probably should be followed by ‘‘and’’. 

(June 25, 1938, ch. 675, § 528, as added Jan. 4, 1983, 
Pub. L. 97–414, § 2(a), 96 Stat. 2051.) 

§ 360ee. Grants and contracts for development of 
drugs for rare diseases and conditions 

(a) Authority of Secretary 

The Secretary may make grants to and enter 
into contracts with public and private entities 
and individuals to assist in (1) defraying the 
costs of qualified testing expenses incurred in 
connection with the development of drugs for 
rare diseases and conditions, (2) defraying the 
costs of developing medical devices for rare dis-
eases or conditions, and (3) defraying the costs 
of developing medical foods for rare diseases or 
conditions. 

(b) Definitions 

For purposes of subsection (a) of this section: 
(1) The term ‘‘qualified testing’’ means— 

(A) human clinical testing— 
(i) which is carried out under an exemp-

tion for a drug for a rare disease or condi-
tion under section 355(i) of this title (or 
regulations issued under such section); and 

(ii) which occurs after the date such drug 
is designated under section 360bb of this 
title and before the date on which an ap-
plication with respect to such drug is sub-
mitted under section 355(b) or 357 of this 
title or under section 262 of title 42; and 

(B) preclinical testing involving a drug for 
a rare disease or condition which occurs 
after the date such drug is designated under 
section 360bb of this title and before the date 
on which an application with respect to such 
drug is submitted under section 355(b) or 357 
of this title or under section 262 of title 42. 

(2) The term ‘‘rare disease or condition’’ 
means (1) in the case of a drug, any disease or 
condition which (A) affects less than 200,000 
persons in the United States, or (B) affects 
more than 200,000 in the United States and for 
which there is no reasonable expectation that 
the cost of developing and making available in 
the United States a drug for such disease or 
condition will be recovered from sales in the 
United States of such drug, (2) in the case of 
a medical device, any disease or condition that 
occurs so infrequently in the United States 
that there is no reasonable expectation that a 
medical device for such disease or condition 
will be developed without assistance under 
subsection (a) of this section, and (3) in the 
case of a medical food, any disease or condi-
tion that occurs so infrequently in the United 
States that there is no reasonable expectation 
that a medical food for such disease or condi-
tion will be developed without assistance 
under subsection (a) of this section. Deter-
minations under the preceding sentence with 
respect to any drug shall be made on the basis 
of the facts and circumstances as of the date 
the request for designation of the drug under 
section 360bb of this title is made. 

(3) The term ‘‘medical food’’ means a food 
which is formulated to be consumed or admin-
istered enterally under the supervision of a 
physician and which is intended for the spe-
cific dietary management of a disease or con-

dition for which distinctive nutritional re-
quirements, based on recognized scientific 
principles, are established by medical evalua-
tion. 

(c) Authorization of appropriations 

For grants and contracts under subsection (a) 
of this section there are authorized to be appro-
priated $10,000,000 for fiscal year 1988, $12,000,000 
for fiscal year 1989,1 $14,000,000 for fiscal year 
1990. 

(Pub. L. 97–414, § 5, Jan. 4, 1983, 96 Stat. 2056; Pub. 
L. 98–551, § 4(b), Oct. 30, 1984, 98 Stat. 2817; Pub. 
L. 99–91, § 5, Aug. 15, 1985, 99 Stat. 391; Pub. L. 
100–290, § 3(a)–(c), Apr. 18, 1988, 102 Stat. 90, 91.) 

CODIFICATION 

Section was enacted as part of the Orphan Drug Act, 

and not as part of the Federal Food, Drug, and Cos-

metic Act which comprises this chapter. 

AMENDMENTS 

1988—Subsec. (a). Pub. L. 100–290, § 3(a)(1), (b)(1), in-

serted ‘‘(1)’’ after ‘‘assist in’’ and added cls. (2) and (3). 
Subsec. (b)(2). Pub. L. 100–290, § 3(a)(2), (b)(2), inserted 

‘‘(1) in the case of a drug,’’ after ‘‘means’’, added cls. (2) 

and (3), and substituted ‘‘under section 360bb of this 

title’’ for ‘‘under this subsection’’ in last sentence. 
Subsec. (b)(3). Pub. L. 100–290, § 3(b)(3), added par. (3). 
Subsec. (c). Pub. L. 100–290, § 3(c), amended subsec. (c) 

generally. Prior to amendment, subsec. (c) read as fol-

lows: ‘‘For grants and contracts under subsection (a) of 

this section there are authorized to be appropriated 

$4,000,000 for fiscal year 1986, $4,000,000 for fiscal year 

1987, and $4,000,000 for fiscal year 1988.’’ 
1985—Subsec. (a). Pub. L. 99–91, § 5(a)(1), struck out 

‘‘clinical’’ before ‘‘testing’’. 
Subsec. (b)(1). Pub. L. 99–91, § 5(a)(2), substituted pro-

visions defining ‘‘qualified testing’’ for provisions de-

fining ‘‘qualified clinical testing’’. 
Subsec. (c). Pub. L. 99–91, § 5(b), substituted provi-

sions authorizing appropriations for fiscal years 1986 to 

1988, for provisions authorizing appropriations for fiscal 

years 1983 and the two succeeding fiscal years. 
1984—Subsec. (b)(2). Pub. L. 98–551 substituted ‘‘which 

(A) affects less than 200,000 persons in the United 

States, or (B) affects more than 200,000 in the United 

States and for which’’ for ‘‘which occurs so infre-

quently in the United States that’’. 

EFFECTIVE DATE OF 1985 AMENDMENT 

Amendment by Pub. L. 99–91 effective Oct. 1, 1985, see 

section 8(a) of Pub. L. 99–91, set out as a note under sec-

tion 360aa of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 343 of this title; 

title 42 section 236. 

PART C—ELECTRONIC PRODUCT RADIATION 
CONTROL 

CODIFICATION 

This part was classified to subpart 3 (§ 263c et seq.) of 

part F of subchapter II of chapter 6A of Title 42, The 

Public Health and Welfare, prior to its renumbering by 

Pub. L. 101–629, § 19(a)(4), Nov. 28, 1990, 104 Stat. 4530, as 

amended by Pub. L. 103–80, § 4(a)(2), Aug. 13, 1993, 107 

Stat. 779. 

PART REFERRED TO IN OTHER SECTIONS 

This part is referred to in title 15 section 2080. 

§ 360hh. Definitions 

As used in this part— 
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(1) the term ‘‘electronic product radiation’’ 
means— 

(A) any ionizing or non-ionizing electro-
magnetic or particulate radiation, or 

(B) any sonic, infrasonic, or ultrasonic 
wave, which is emitted from an electronic 
product as the result of the operation of an 
electronic circuit in such product; 

(2) the term ‘‘electronic product’’ means (A) 
any manufactured or assembled product 
which, when in operation, (i) contains or acts 
as part of an electronic circuit and (ii) emits 
(or in the absence of effective shielding or 
other controls would emit) electronic product 
radiation, or (B) any manufactured or assem-
bled article which is intended for use as a com-
ponent, part, or accessory of a product de-
scribed in clause (A) and which when in oper-
ation emits (or in the absence of effective 
shielding or other controls would emit) such 
radiation; 

(3) the term ‘‘manufacturer’’ means any per-
son engaged in the business of manufacturing, 
assembling, or importing of electronic prod-
ucts; 

(4) the term ‘‘commerce’’ means (A) com-
merce between any place in any State and any 
place outside thereof; and (B) commerce whol-
ly within the District of Columbia; and 

(5) the term ‘‘State’’ includes the District of 
Columbia, the Commonwealth of Puerto Rico, 
the Northern Mariana Islands, the Virgin Is-
lands, Guam, and American Samoa. 

(June 25, 1938, ch. 675, § 531, formerly act July 1, 
1944, ch. 373, title III, § 531, formerly § 355, as 
added Oct. 18, 1968, Pub. L. 90–602, § 2(3), 82 Stat. 
1174; amended Oct. 12, 1976, Pub. L. 94–484, title 
IX, § 905(b)(1), 90 Stat. 2325; renumbered § 531 and 
amended Nov. 28, 1990, Pub. L. 101–629, 
§ 19(a)(1)(B), (3), (4), 104 Stat. 4529, 4530; Aug. 13, 
1993, Pub. L. 103–80, § 4(a)(2), 107 Stat. 779.) 

CODIFICATION 

Section was classified to section 263c of Title 42, The 

Public Health and Welfare, prior to renumbering by 

Pub. L. 101–629. 

AMENDMENTS 

1993—Pub. L. 103–80 amended directory language of 

Pub. L. 101–629, § 19(a)(4), which renumbered section 263c 

of Title 42, The Public Health and Welfare, as this sec-

tion. 

1990—Pub. L. 101–629, § 19(a)(1)(B), substituted ‘‘this 

part’’ for ‘‘this subpart’’ in introductory provisions. 

1976—Par. (5). Pub. L. 94–484 defined ‘‘State’’ to in-

clude Northern Mariana Islands. 

SHORT TITLE 

For short title of Pub. L. 90–602, which enacted provi-

sions now comprising this part (§§ 360hh to 360ss), as the 

‘‘Radiation Control for Health and Safety Act of 1968’’, 

see section 1 of Pub. L. 90–602, set out as a Short Title 

of 1968 Amendments note under section 301 of this title. 

TRANSFER OF SUBPART; CONSTRUCTION 

Section 19(c) of Pub. L. 101–629 provided that: ‘‘The 

transfer of subpart 3 of part F of title III of the Public 

Health Service Act [42 U.S.C. 263b et seq.] to the Fed-

eral Food, Drug, and Cosmetic Act [this chapter] does 

not change the application of the requirements of such 

subpart and such Act to electronic products which were 

in effect on the date of the enactment of this Act [Nov. 

28, 1990].’’ 

DEFINITION OF ‘‘SECRETARY’’ AND ‘‘DEPARTMENT’’ 

Section 3 of Pub. L. 90–602, as amended Pub. L. 96–88, 

title V, § 509(b), Oct. 17, 1979, 93 Stat. 695, provided that: 

‘‘As used in the amendments made by section 2 of this 

Act [enacting provisions now comprising sections 360hh 

to 360ss of this title], except when otherwise specified, 

the term ‘Secretary’ means the Secretary of Health and 

Human Services, and the term ‘Department’ means the 

Department of Health and Human Services.’’ 

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES 

Section 4 of Pub. L. 90–602 provided that: ‘‘The 

amendments made by section 2 of this Act [enacting 

provisions now comprising sections 360hh to 360ss of 

this title] shall not be construed as superseding or lim-

iting the functions, under any other provision of law, of 

any officer or agency of the United States.’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 360kk of this 

title; title 15 section 2080. 

§ 360ii. Program of control 

(a) Establishment 

The Secretary shall establish and carry out an 
electronic product radiation control program de-
signed to protect the public health and safety 
from electronic product radiation. As a part of 
such program, he shall— 

(1) pursuant to section 360kk of this title, de-
velop and administer performance standards 
for electronic products; 

(2) plan, conduct, coordinate, and support re-
search, development, training, and operational 
activities to minimize the emissions of and 
the exposure of people to, unnecessary elec-
tronic product radiation; 

(3) maintain liaison with and receive infor-
mation from other Federal and State depart-
ments and agencies with related interests, 
professional organizations, industry, industry 
and labor associations, and other organiza-
tions on present and future potential elec-
tronic product radiation; 

(4) study and evaluate emissions of, and con-
ditions of exposure to, electronic product radi-
ation and intense magnetic fields; 

(5) develop, test, and evaluate the effective-
ness of procedures and techniques for minimiz-
ing exposure to electronic product radiation; 
and 

(6) consult and maintain liaison with the 
Secretary of Commerce, the Secretary of De-
fense, the Secretary of Labor, the Atomic En-
ergy Commission, and other appropriate Fed-
eral departments and agencies on (A) tech-
niques, equipment, and programs for testing 
and evaluating electronic product radiation, 
and (B) the development of performance stand-
ards pursuant to section 360kk of this title to 
control such radiation emissions. 

(b) Powers of Secretary 

In carrying out the purposes of subsection (a) 
of this section, the Secretary is authorized to— 

(1)(A) collect and make available, through 
publications and other appropriate means, the 
results of, and other information concerning, 
research and studies relating to the nature 
and extent of the hazards and control of elec-
tronic product radiation; and (B) make such 
recommendations relating to such hazards and 
control as he considers appropriate; 
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(2) make grants to public and private agen-
cies, organizations, and institutions, and to in-
dividuals for the purposes stated in paragraphs 
(2), (4), and (5) of subsection (a) of this section; 

(3) contract with public or private agencies, 
institutions, and organizations, and with indi-
viduals, without regard to section 3324 of title 
31 and section 5 of title 41; and 

(4) procure (by negotiation or otherwise) 
electronic products for research and testing 
purposes, and sell or otherwise dispose of such 
products. 

(c) Record keeping 

(1) Each recipient of assistance under this part 
pursuant to grants or contracts entered into 
under other than competitive bidding proce-
dures shall keep such records as the Secretary 
shall prescribe, including records which fully 
disclose the amount and disposition by such re-
cipient of the proceeds of such assistance, the 
total cost of the project or undertaking in con-
nection with which such assistance is given or 
used, and the amount of that portion of the cost 
of the project or undertaking supplied by other 
sources, and such other records as will facilitate 
an effective audit. 

(2) The Secretary and the Comptroller General 
of the United States, or any of their duly au-
thorized representatives, shall have access for 
the purpose of audit and examination to any 
books, documents, papers, and records of the re-
cipients that are pertinent to the grants or con-
tracts entered into under this part under other 
than competitive bidding procedures. 

(June 25, 1938, ch. 675, § 532, formerly act July 1, 
1944, ch. 373, title III, § 532, formerly § 356, as 
added Oct. 18, 1968, Pub. L. 90–602, § 2(3), 82 Stat. 
1174; renumbered § 532 and amended Nov. 28, 1990, 
Pub. L. 101–629, § 19(a)(1)(B), (2)(A), (3), (4), 104 
Stat. 4529, 4530; Aug. 13, 1993, Pub. L. 103–80, 
§ 4(a)(2), 107 Stat. 779.) 

CODIFICATION 

Section was classified to section 263d of Title 42, The 

Public Health and Welfare, prior to renumbering by 

Pub. L. 101–629. 

AMENDMENTS 

1993—Pub. L. 103–80 amended directory language of 

Pub. L. 101–629, § 19(a)(4), which renumbered section 

263d of Title 42, The Public Health and Welfare, as this 

section. 

1990—Subsec. (a)(1), (6). Pub. L. 101–629, § 19(a)(2)(A)(i), 

substituted ‘‘section 360kk’’ for ‘‘section 263f’’. 

Subsec. (b)(3). Pub. L. 101–629, § 19(a)(2)(A)(ii), sub-

stituted reference to section 3324 of title 31 for ref-

erence to section 3648 of the Revised Statutes (31 U.S.C. 

529). 

Subsec. (c)(1), (2). Pub. L. 101–629, § 19(a)(1)(B), sub-

stituted ‘‘this part’’ for ‘‘this subpart’’. 

TRANSFER OF FUNCTIONS 

Atomic Energy Commission abolished and functions 

transferred by sections 5814 and 5841 of Title 42, The 

Public Health and Welfare. See also Transfer of Func-

tions notes set out under those sections. 

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES 

Enactment of this section not to be construed to su-

persede or limit the functions under any other provi-

sion of law or any officer or agency of the United 

States, see section 4 of Pub. L. 90–602, set out as a note 

under section 360hh of this title. 

§ 360jj. Studies by Secretary 

(a) Report to Congress 

The Secretary shall conduct the following 
studies, and shall make a report or reports of 
the results of such studies to the Congress on or 
before January 1, 1970, and from time to time 
thereafter as he may find necessary, together 
with such recommendations for legislation as he 
may deem appropriate: 

(1) A study of present State and Federal con-
trol of health hazards from electronic product 
radiation and other types of ionizing radiation, 
which study shall include, but not be limited 
to— 

(A) control of health hazards from radio-
active materials other than materials regu-
lated under the Atomic Energy Act of 1954 [42 
U.S.C. 2011 et seq.]; 

(B) any gaps and inconsistencies in present 
controls; 

(C) the need for controlling the sale of cer-
tain used electronic products, particularly an-
tiquated X-ray equipment, without upgrading 
such products to meet the standards for new 
products or separate standards for used prod-
ucts; 

(D) measures to assure consistent and effec-
tive control of the aforementioned health haz-
ards; 

(E) measures to strengthen radiological 
health programs of State governments; and 

(F) the feasibility of authorizing the Sec-
retary to enter into arrangements with indi-
vidual States or groups of States to define 
their respective functions and responsibilities 
for the control of electronic product radiation 
and other ionizing radiation; 

(2) A study to determine the necessity for the 
development of standards for the use of non-
medical electronic products for commercial and 
industrial purposes; and 

(3) A study of the development of practicable 
procedures for the detection and measurement 
of electronic product radiation which may be 
emitted from electronic products manufactured 
or imported prior to the effective date of any ap-
plicable standard established pursuant to this 
part. 

(b) Participation of other Federal agencies 

In carrying out these studies, the Secretary 
shall invite the participation of other Federal 
departments and agencies having related respon-
sibilities and interests, State governments—par-
ticularly those of States which regulate radio-
active materials under section 274 of the Atomic 
Energy Act of 1954, as amended [42 U.S.C. 2021], 
and interested professional, labor, and industrial 
organizations. Upon request from congressional 
committees interested in these studies, the Sec-
retary shall keep these committees currently in-
formed as to the progress of the studies and 
shall permit the committees to send observers 
to meetings of the study groups. 

(c) Organization of studies and participation 

The Secretary or his designee shall organize 
the studies and the participation of the invited 
participants as he deems best. Any dissent from 
the findings and recommendations of the Sec-
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retary shall be included in the report if so re-
quested by the dissenter. 

(June 25, 1938, ch. 675, § 533, formerly act July 1, 
1944, ch. 373, title III, § 533, formerly § 357, as 
added Oct. 18, 1968, Pub. L. 90–602, § 2(3), 82 Stat. 
1176; renumbered § 533 and amended Nov. 28, 1990, 
Pub. L. 101–629, § 19(a)(1)(B), (3), (4), 104 Stat. 
4529, 4530; Aug. 13, 1993, Pub. L. 103–80, § 4(a)(2), 
107 Stat. 779.) 

REFERENCES IN TEXT 

The Atomic Energy Act of 1954, referred to in subsec. 

(a)(1)(A), is act Aug. 30, 1954, ch. 1073, § 1, 68 Stat. 921, 

as amended, which is classified generally to chapter 23 

(§ 2011 et seq.) of Title 42, The Public Health and Wel-

fare. For complete classification of this Act to the 

Code, see Short Title note set out under section 2011 of 

Title 42 and Tables. 

CODIFICATION 

Section was classified to section 263e of Title 42, The 

Public Health and Welfare, prior to renumbering by 

Pub. L. 101–629. 

AMENDMENTS 

1993—Pub. L. 103–80 amended directory language of 

Pub. L. 101–629, § 19(a)(4), which renumbered section 263e 

of Title 42, The Public Health and Welfare, as this sec-

tion. 

1990—Subsec. (a)(3). Pub. L. 101–629, § 19(a)(1)(B), sub-

stituted ‘‘this part’’ for ‘‘this subpart’’. 

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES 

Enactment of this section not to be construed to su-

persede or limit the functions under any other provi-

sion of law of any officer or agency of the United 

States, see section 4 of Pub. L. 90–602, set out as a note 

under section 360hh of this title. 

§ 360kk. Performance standards for electronic 
products 

(a) Promulgation of regulations 

(1) The Secretary shall by regulation prescribe 
performance standards for electronic products 
to control the emission of electronic product ra-
diation from such products if he determines that 
such standards are necessary for the protection 
of the public health and safety. Such standards 
may include provisions for the testing of such 
products and the measurement of their elec-
tronic product radiation emissions, may require 
the attachment of warning signs and labels, and 
may require the provision of instructions for the 
installation, operation, and use of such prod-
ucts. Such standards may be prescribed from 
time to time whenever such determinations are 
made, but the first of such standards shall be 
prescribed prior to January 1, 1970. In the devel-
opment of such standards, the Secretary shall 
consult with Federal and State departments and 
agencies having related responsibilities or inter-
ests and with appropriate professional organiza-
tions and interested persons, including rep-
resentatives of industries and labor organiza-
tions which would be affected by such standards, 
and shall give consideration to— 

(A) the latest available scientific and medi-
cal data in the field of electronic product radi-
ation; 

(B) the standards currently recommended by 
(i) other Federal agencies having responsibil-
ities relating to the control and measurement 

of electronic product radiation, and (ii) public 
or private groups having an expertise in the 
field of electronic product radiation; 

(C) the reasonableness and technical feasibil-
ity of such standards as applied to a particular 
electronic product; 

(D) the adaptability of such standards to the 
need for uniformity and reliability of testing 
and measuring procedures and equipment; and 

(E) in the case of a component, or accessory 
described in paragraph (2)(B) of section 360hh 
of this title, the performance of such article in 
the manufactured or assembled product for 
which it is designed. 

(2) The Secretary may prescribe different and 
individual performance standards, to the extent 
appropriate and feasible, for different electronic 
products so as to recognize their different oper-
ating characteristics and uses. 

(3) The performance standards prescribed 
under this section shall not apply to any elec-
tronic product which is intended solely for ex-
port if (A) such product and the outside of any 
shipping container used in the export of such 
product are labeled or tagged to show that such 
product is intended for export, and (B) such 
product meets all the applicable requirements of 
the country to which such product is intended 
for export. 

(4) The Secretary may by regulation amend or 
revoke any performance standard prescribed 
under this section. 

(5) The Secretary may exempt from the provi-
sions of this section any electronic product in-
tended for use by departments or agencies of the 
United States provided such department or 
agency has prescribed procurement specifica-
tions governing emissions of electronic product 
radiation and provided further that such product 
is of a type used solely or predominantly by de-
partments or agencies of the United States. 

(b) Administrative procedure 

The provisions of subchapter II of chapter 5 of 
title 5 (relating to the administrative procedure 
for rulemaking), and of chapter 7 of title 5 (re-
lating to judicial review), shall apply with re-
spect to any regulation prescribing, amending, 
or revoking any standard prescribed under this 
section. 

(c) Publication in Federal Register 

Each regulation prescribing, amending, or re-
voking a standard shall specify the date on 
which it shall take effect which, in the case of 
any regulation prescribing, or amending any 
standard, may not be sooner than one year or 
not later than two years after the date on which 
such regulation is issued, unless the Secretary 
finds, for good cause shown, that an earlier or 
later effective date is in the public interest and 
publishes in the Federal Register his reason for 
such finding, in which case such earlier or later 
date shall apply. 

(d) Judicial review 

(1) In a case of actual controversy as to the va-
lidity of any regulation issued under this sec-
tion prescribing, amending, or revoking a per-
formance standard, any person who will be ad-
versely affected by such regulation when it is ef-
fective may at any time prior to the sixtieth 



Page 182 TITLE 21—FOOD AND DRUGS § 360kk 

day after such regulation is issued file a petition 
with the United States court of appeals for the 
circuit wherein such person resides or has his 
principal place of business, for a judicial review 
of such regulation. A copy of the petition shall 
be forthwith transmitted by the clerk of the 
court to the Secretary or other officer des-
ignated by him for that purpose. The Secretary 
thereupon shall file in the court the record of 
the proceedings on which the Secretary based 
the regulation, as provided in section 2112 of 
title 28. 

(2) If the petitioner applies to the court for 
leave to adduce additional evidence, and shows 
to the satisfaction of the court that such addi-
tional evidence is material and that there were 
reasonable grounds for the failure to adduce 
such evidence in the proceeding before the Sec-
retary, the court may order such additional evi-
dence (and evidence in rebuttal thereof) to be 
taken before the Secretary, and to be adduced 
upon the hearing, in such manner and upon such 
terms and conditions as to the court may seem 
proper. The Secretary may modify his findings, 
or make new findings, by reason of the addi-
tional evidence so taken, and he shall file such 
modified or new findings, and his recommenda-
tions, if any, for the modification or setting 
aside of his original regulation, with the return 
of such additional evidence. 

(3) Upon the filing of the petition referred to 
in paragraph (1) of this subsection, the court 
shall have jurisdiction to review the regulation 
in accordance with chapter 7 of title 5 and to 
grant appropriate relief as provided in such 
chapter. 

(4) The judgment of the court affirming or set-
ting aside, in whole or in part, any such regula-
tion of the Secretary shall be final, subject to 
review by the Supreme Court of the United 
States upon certiorari or certification as pro-
vided in section 1254 of title 28. 

(5) Any action instituted under this subsection 
shall survive, notwithstanding any change in 
the person occupying the office of Secretary or 
any vacancy in such office. 

(6) The remedies provided for in this sub-
section shall be in addition to and not substi-
tution for any other remedies provided by law. 

(e) Availability of record 

A certified copy of the transcript of the record 
and administrative proceedings under this sec-
tion shall be furnished by the Secretary to any 
interested party at his request, and payment of 
the costs thereof, and shall be admissible in any 
criminal, exclusion of imports, or other proceed-
ing arising under or in respect of this part irre-
spective of whether proceedings with respect to 
the regulation have previously been initiated or 
become final under this section. 

(f) Technical Electronic Product Radiation Safe-
ty Standards Committee 

(1)(A) The Secretary shall establish a Tech-
nical Electronic Product Radiation Safety 
Standards Committee (hereafter in this part re-
ferred to as the ‘‘Committee’’) which he shall 
consult before prescribing any standard under 
this section. The Committee shall be appointed 
by the Secretary, after consultation with public 
and private agencies concerned with the tech-

nical aspect of electronic product radiation safe-
ty, and shall be composed of fifteen members 
each of whom shall be technically qualified by 
training and experience in one or more fields of 
science or engineering applicable to electronic 
product radiation safety, as follows: 

(i) Five members shall be selected from gov-
ernmental agencies, including State and Fed-
eral Governments; 

(ii) Five members shall be selected from the 
affected industries after consultation with in-
dustry representatives; and 

(iii) Five members shall be selected from the 
general public, of which at least one shall be 
a representative of organized labor. 

(B) The Committee may propose electronic 
product radiation safety standards to the Sec-
retary for his consideration. All proceedings of 
the Committee shall be recorded and the record 
of each such proceeding shall be available for 
public inspection. 

(2) Payments to members of the Committee 
who are not officers or employees of the United 
States pursuant to subsection (c) of section 210 
of title 42 shall not render members of the Com-
mittee officers or employees of the United 
States for any purpose. 

(g) Review and evaluation 

The Secretary shall review and evaluate on a 
continuing basis testing programs carried out 
by industry to assure the adequacy of safeguards 
against hazardous electronic product radiation 
and to assure that electronic products comply 
with standards prescribed under this section. 

(h) Product certification 

Every manufacturer of an electronic product 
to which is applicable a standard in effect under 
this section shall furnish to the distributor or 
dealer at the time of delivery of such product, in 
the form of a label or tag permanently affixed to 
such product or in such manner as approved by 
the Secretary, the certification that such prod-
uct conforms to all applicable standards under 
this section. Such certification shall be based 
upon a test, in accordance with such standard, 
of the individual article to which it is attached 
or upon a testing program which is in accord 
with good manufacturing practice and which has 
not been disapproved by the Secretary (in such 
manner as he shall prescribe by regulation) on 
the grounds that it does not assure the adequacy 
of safeguards against hazardous electronic prod-
uct radiation or that it does not assure that 
electronic products comply with the standards 
prescribed under this section. 

(June 25, 1938, ch. 675, § 534, formerly act July 1, 
1944, ch. 373, title III, § 534, formerly § 358, as 
added Oct. 18, 1968, Pub. L. 90–602, § 2(3), 82 Stat. 
1177; amended Oct. 30, 1970, Pub. L. 91–515, title 
VI, § 601(b)(2), (3), 84 Stat. 1311; renumbered § 534 
and amended Nov. 28, 1990, Pub. L. 101–629, 
§ 19(a)(1)(B), (2)(B), (3), (4), 104 Stat. 4529, 4530; 
Aug. 13, 1993, Pub. L. 103–80, §§ 3(w), 4(a)(2), 107 
Stat. 778, 779.) 

CODIFICATION 

Section was classified to section 263f of Title 42, The 

Public Health and Welfare, prior to renumbering by 

Pub. L. 101–629. 
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AMENDMENTS 

1993—Pub. L. 103–80, § 4(a)(2), amended directory lan-

guage of Pub. L. 101–629, § 19(a)(4), which renumbered 

section 263f of Title 42, The Public Health and Welfare, 

as this section. 

Subsec. (f)(2). Pub. L. 103–80, § 3(w), made technical 

amendment to reference to section 210 of title 42 to re-

flect correction of corresponding provision of original 

act. 

1990—Subsec. (a)(1)(E). Pub. L. 101–629, § 19(a)(2)(B), 

substituted ‘‘section 360hh’’ for ‘‘section 263c’’. 

Subsecs. (e), (f)(1)(A). Pub. L. 101–629, § 19(a)(1)(B), 

substituted ‘‘this part’’ for ‘‘this subpart’’. 

1970—Subsec. (f)(2). Pub. L. 91–515 struck out provi-

sions related to payment of compensation and travel 

expenses of members of the Committee who are not of-

ficers or employees of the United States, and sub-

stituted ‘‘to members of the Committee who are not of-

ficers or employees of the United States pursuant to 

subsection (c) of section 210 of title 42’’ for ‘‘under this 

subsection’’. 

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES 

Enactment of this section not to be construed to su-

persede or limit the functions under any other provi-

sion of law of any officer or agency of the United 

States, see section 4 of Pub. L. 90–602, set out as a note 

under section 360hh of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 360ii, 360ll, 

360mm, 360nn, 360oo, 360pp, 360ss of this title. 

§ 360ll. Notification of defects in and repair or re-
placement of electronic products 

(a) Notification; exemption 

(1) Every manufacturer of electronic products 
who discovers that an electronic product pro-
duced, assembled, or imported by him has a de-
fect which relates to the safety of use of such 
product by reason of the emission of electronic 
product radiation, or that an electronic product 
produced, assembled, or imported by him on or 
after the effective date of an applicable standard 
prescribed pursuant to section 360kk of this title 
fails to comply with such standard, shall imme-
diately notify the Secretary of such defect or 
failure to comply if such product has left the 
place of manufacture and shall (except as au-
thorized by paragraph (2)) with reasonable 
promptness furnish notification of such defect 
or failure to the persons (where known to the 
manufacturer) specified in subsection (b) of this 
section. 

(2) If, in the opinion of such manufacturer, the 
defect or failure to comply is not such as to cre-
ate a significant risk of injury, including ge-
netic injury, to any person, he may, at the time 
of giving notice to the Secretary of such defect 
or failure to comply, apply to the Secretary for 
an exemption from the requirement of notice to 
the persons specified in subsection (b) of this 
section. If such application states reasonable 
grounds for such exemption, the Secretary shall 
afford such manufacturer an opportunity to 
present his views and evidence in support of the 
application, the burden of proof being on the 
manufacturer. If, after such presentation, the 
Secretary is satisfied that such defect or failure 
to comply is not such as to create a significant 
risk of injury, including genetic injury, to any 
person, he shall exempt such manufacturer from 
the requirement of notice to the persons speci-

fied in subsection (b) of this section and from 
the requirements of repair or replacement im-
posed by subsection (f) of this section. 

(b) Method of notification 

The notification (other than to the Secretary) 
required by paragraph (1) of subsection (a) of 
this section shall be accomplished— 

(1) by certified mail to the first purchaser of 
such product for purposes other than resale, 
and to any subsequent transferee of such prod-
uct; and 

(2) by certified mail or other more expedi-
tious means to the dealers or distributors of 
such manufacturer to whom such product was 
delivered. 

(c) Requisite elements of notification 

The notifications required by paragraph (1) of 
subsection (a) of this section shall contain a 
clear description of such defect or failure to 
comply with an applicable standard, an evalua-
tion of the hazard reasonably related to such de-
fect or failure to comply, and a statement of the 
measures to be taken to repair such defect. In 
the case of a notification to a person referred to 
in subsection (b) of this section, the notification 
shall also advise the person of his rights under 
subsection (f) of this section. 

(d) Copies to Secretary of communications by 
manufacturers to dealers or distributors re-
garding defects 

Every manufacturer of electronic products 
shall furnish to the Secretary a true or rep-
resentative copy of all notices, bulletins, and 
other communications to the dealers or dis-
tributors of such manufacturer or to purchasers 
(or subsequent transferees) of electronic prod-
ucts of such manufacturer regarding any such 
defect in such product or any such failure to 
comply with a standard applicable to such prod-
uct. The Secretary shall disclose to the public so 
much of the information contained in such no-
tice or other information obtained under section 
360nn of this title as he deems will assist in car-
rying out the purposes of this part, but he shall 
not disclose any information which contains or 
relates to a trade secret or other matter referred 
to in section 1905 of title 18 unless he determines 
that it is necessary to carry out the purposes of 
this part. 

(e) Notice from Secretary to manufacturer of de-
fects or failure to comply with standards 

If through testing, inspection, investigation, 
or research carried out pursuant to this part, or 
examination of reports submitted pursuant to 
section 360nn of this title, or otherwise, the Sec-
retary determines that any electronic product— 

(1) does not comply with an applicable 
standard prescribed pursuant to section 360kk 
of this title; or 

(2) contains a defect which relates to the 
safety of use of such product by reason of the 
emission of electronic product radiation; 

he shall immediately notify the manufacturer of 
such product of such defect or failure to comply. 
The notice shall contain the findings of the Sec-
retary and shall include all information upon 
which the findings are based. The Secretary 
shall afford such manufacturer an opportunity 
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to present his views and evidence in support 
thereof, to establish that there is no failure of 
compliance or that the alleged defect does not 
exist or does not relate to safety of use of the 
product by reason of the emission of such radi-
ation hazard. If after such presentation by the 
manufacturer the Secretary determines that 
such product does not comply with an applicable 
standard prescribed pursuant to section 360kk of 
this title, or that it contains a defect which re-
lates to the safety of use of such product by rea-
son of the emission of electronic product radi-
ation, the Secretary shall direct the manufac-
turer to furnish the notification specified in sub-
section (c) of this section to the persons speci-
fied in paragraphs (1) and (2) of subsection (b) of 
this section (where known to the manufacturer), 
unless the manufacturer has applied for an ex-
emption from the requirement of such notifica-
tion on the ground specified in paragraph (2) of 
subsection (a) of this section and the Secretary 
is satisfied that such noncompliance or defect is 
not such as to create a significant risk of injury, 
including genetic injury, to any person. 

(f) Correction of defects 

If any electronic product is found under sub-
section (a) or (e) of this section to fail to comply 
with an applicable standard prescribed under 
this part or to have a defect which relates to the 
safety of use of such product, and the notifica-
tion specified in subsection (c) of this section is 
required to be furnished on account of such fail-
ure or defect, the manufacturer of such product 
shall (1) without charge, bring such product into 
conformity with such standard or remedy such 
defect and provide reimbursement for any ex-
penses for transportation of such product in-
curred in connection with having such product 
brought into conformity or having such defect 
remedied, (2) replace such product with a like or 
equivalent product which complies with each ap-
plicable standard prescribed under this part and 
which has no defect relating to the safety of its 
use, or (3) make a refund of the cost of such 
product. The manufacturer shall take the action 
required by this subsection in such manner, and 
with respect to such persons, as the Secretary 
by regulations shall prescribe. 

(g) Effective date 

This section shall not apply to any electronic 
product that was manufactured before October 
18, 1968. 

(June 25, 1938, ch. 675, § 535, formerly act July 1, 
1944, ch. 373, title III, § 535, formerly § 359, as 
added Oct. 18, 1968, Pub. L. 90–602, § 2(3), 82 Stat. 
1180; renumbered § 535 and amended Nov. 28, 1990, 
Pub. L. 101–629, § 19(a)(1)(B), (2)(C), (3), (4), 104 
Stat. 4529, 4530; Aug. 13, 1993, Pub. L. 103–80, 
§ 4(a)(2), 107 Stat. 779.) 

CODIFICATION 

Section was classified to section 263g of Title 42, The 

Public Health and Welfare, prior to renumbering by 

Pub. L. 101–629. 

AMENDMENTS 

1993—Pub. L. 103–80 amended directory language of 

Pub. L. 101–629, § 19(a)(4), which renumbered section 

263g of Title 42, The Public Health and Welfare, as this 

section. 

1990—Subsec. (a)(1). Pub. L. 101–629, § 19(a)(2)(C)(i), 

substituted ‘‘section 360kk’’ for ‘‘section 263f’’. 

Subsec. (d). Pub. L. 101–629, § 19(a)(1)(B), (2)(C)(ii), sub-

stituted ‘‘section 360nn’’ for ‘‘section 263i’’ and ‘‘this 

part’’ for ‘‘this subpart’’ in two places. 

Subsec. (e). Pub. L. 101–629, § 19(a)(1)(B), (2)(C), sub-

stituted ‘‘this part’’ for ‘‘this subpart’’ and ‘‘section 

360nn’’ for ‘‘section 263i’’ in introductory provisions and 

‘‘section 360kk’’ for ‘‘section 263f’’ in par. (1) and con-

cluding provisions. 

Subsec. (f). Pub. L. 101–629, § 19(a)(1)(B), substituted 

‘‘this part’’ for ‘‘this subpart’’ in two places. 

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES 

Enactment of this section not to be construed to su-

persede or limit the functions under any other provi-

sion of law of any officer or agency of the United 

States, see section 4 of Pub. L. 90–602, set out as a note 

under section 360hh of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 360nn, 360oo of 

this title. 

§ 360mm. Imports 

(a) Refusal of admission to noncomplying elec-
tronic products 

Any electronic product offered for importation 
into the United States which fails to comply 
with an applicable standard prescribed under 
this part, or to which is not affixed a certifi-
cation in the form of a label or tag in conform-
ity with section 360kk(h) of this title shall be re-
fused admission into the United States. The Sec-
retary of the Treasury shall deliver to the Sec-
retary of Health and Human Services, upon the 
latter’s request, samples of electronic products 
which are being imported or offered for import 
into the United States, giving notice thereof to 
the owner or consignee, who may have a hearing 
before the Secretary of Health and Human Serv-
ices. If it appears from an examination of such 
samples or otherwise that any electronic prod-
uct fails to comply with applicable standards 
prescribed pursuant to section 360kk of this 
title, then, unless subsection (b) of this section 
applies and is complied with, (1) such electronic 
product shall be refused admission, and (2) the 
Secretary of the Treasury shall cause the de-
struction of such electronic product unless such 
article is exported, under regulations prescribed 
by the Secretary of the Treasury, within 90 days 
after the date of notice of refusal of admission 
or within such additional time as may be per-
mitted by such regulations. 

(b) Bond 

If it appears to the Secretary of Health and 
Human Services that any electronic product re-
fused admission pursuant to subsection (a) of 
this section can be brought into compliance 
with applicable standards prescribed pursuant to 
section 360kk of this title, final determination 
as to admission of such electronic product may 
be deferred upon filing of timely written appli-
cation by the owner or consignee and the execu-
tion by him of a good and sufficient bond provid-
ing for the payment of such liquidated damages 
in the event of default as the Secretary of 
Health and Human Services may by regulation 
prescribe. If such application is filed and such 
bond is executed the Secretary of Health and 
Human Services may, in accordance with rules 
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prescribed by him, permit the applicant to per-
form such operations with respect to such elec-
tronic product as may be specified in the notice 
of permission. 

(c) Liability of owner or consignee for expenses 
connected with refusal of admission 

All expenses (including travel, per diem or 
subsistence, and salaries of officers or employees 
of the United States) in connection with the de-
struction provided for in subsection (a) of this 
section and the supervision of operations pro-
vided for in subsection (b) of this section, and all 
expenses in connection with the storage, cart-
age, or labor with respect to any electronic 
product refused admission pursuant to sub-
section (a) of this section, shall be paid by the 
owner or consignee, and, in event of default, 
shall constitute a lien against any future impor-
tations made by such owner or consignee. 

(d) Designation of agent for purposes of service 

It shall be the duty of every manufacturer of-
fering an electronic product for importation 
into the United States to designate in writing 
an agent upon whom service of all administra-
tive and judicial processes, notices, orders, deci-
sions, and requirements may be made for and on 
behalf of said manufacturer, and to file such des-
ignation with the Secretary, which designation 
may from time to time be changed by like writ-
ing, similarly filed. Service of all administrative 
and judicial processes, notices, orders, decisions, 
and requirements may be made upon said manu-
facturer by service upon such designated agent 
at his office or usual place of residence with like 
effect as if made personally upon said manufac-
turer, and in default of such designation of such 
agent, service of process, notice, order, require-
ment, or decision in any proceeding before the 
Secretary or in any judicial proceeding for en-
forcement of this part or any standards pre-
scribed pursuant to this part may be made by 
posting such process, notice, order, requirement, 
or decision in the Office of the Secretary or in 
a place designated by him by regulation. 

(June 25, 1938, ch. 675, § 536, formerly act July 1, 
1944, ch. 373, title III, § 536, formerly § 360, as 
added Oct. 18, 1968, Pub. L. 90–602, § 2(3), 82 Stat. 
1181; renumbered § 536 and amended Nov. 28, 1990, 
Pub. L. 101–629, § 19(a)(1)(B), (2)(D), (3), (4), 104 
Stat. 4529, 4530; June 16, 1992, Pub. L. 102–300, 
§ 6(b)(1), 106 Stat. 240; Aug. 13, 1993, Pub. L. 
103–80, § 4(a)(2), 107 Stat. 779.) 

CODIFICATION 

Section was classified to section 263h of Title 42, The 

Public Health and Welfare, prior to renumbering by 

Pub. L. 101–629. 

AMENDMENTS 

1993—Pub. L. 103–80 amended directory language of 

Pub. L. 101–629, § 19(a)(4), which renumbered section 

263h of Title 42, The Public Health and Welfare, as this 

section. 
1992—Subsecs. (a), (b). Pub. L. 102–300 substituted 

‘‘Health and Human Services’’ for ‘‘Health, Education, 

and Welfare’’ wherever appearing. 
1990—Subsec. (a). Pub. L. 101–629, § 19(a)(1)(B), (2)(D), 

substituted ‘‘this part’’ for ‘‘this subpart’’, ‘‘section 

360kk(h)’’ for ‘‘section 263f(h)’’, and ‘‘section 360kk’’ for 

‘‘section 263f’’. 
Subsec. (b). Pub. L. 101–629, § 19(a)(2)(D), substituted 

‘‘section 360kk’’ for ‘‘section 263f’’. 

Subsec. (d). Pub. L. 101–629, § 19(a)(1)(B), substituted 

‘‘this part’’ for ‘‘this subpart’’ in two places. 

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES 

Enactment of this section not to be construed to su-

persede or limit the functions under any other provi-

sion of law of any officer or agency of the United 

States, see section 4 of Pub. L. 90–602, set out as a note 

under section 360hh of this title. 

§ 360nn. Inspection, records, and reports 

(a) Inspection of premises 

If the Secretary finds for good cause that the 
methods, tests, or programs related to elec-
tronic product radiation safety in a particular 
factory, warehouse, or establishment in which 
electronic products are manufactured or held, 
may not be adequate or reliable, officers or em-
ployees duly designated by the Secretary, upon 
presenting appropriate credentials and a written 
notice to the owner, operator, or agent in 
charge, are thereafter authorized (1) to enter, at 
reasonable times, any area in such factory, 
warehouse, or establishment in which the manu-
facturer’s tests (or testing programs) required 
by section 360kk(h) of this title are carried out, 
and (2) to inspect, at reasonable times and with-
in reasonable limits and in a reasonable manner, 
the facilities and procedures within such area 
which are related to electronic product radi-
ation safety. Each such inspection shall be com-
menced and completed with reasonable prompt-
ness. In addition to other grounds upon which 
good cause may be found for purposes of this 
subsection, good cause will be considered to 
exist in any case where the manufacturer has in-
troduced into commerce any electronic product 
which does not comply with an applicable stand-
ard prescribed under this part and with respect 
to which no exemption from the notification re-
quirements has been granted by the Secretary 
under section 360ll(a)(2) or 360ll(e) of this title. 

(b) Record keeping 

Every manufacturer of electronic products 
shall establish and maintain such records (in-
cluding testing records), make such reports, and 
provide such information, as the Secretary may 
reasonably require to enable him to determine 
whether such manufacturer has acted or is act-
ing in compliance with this part and standards 
prescribed pursuant to this part and shall, upon 
request of an officer or employee duly des-
ignated by the Secretary, permit such officer or 
employee to inspect appropriate books, papers, 
records, and documents relevant to determining 
whether such manufacturer has acted or is act-
ing in compliance with standards prescribed pur-
suant to this part. 

(c) Disclosure of technical data 

Every manufacturer of electronic products 
shall provide to the Secretary such performance 
data and other technical data related to safety 
as may be required to carry out the purposes of 
this part. The Secretary is authorized to require 
the manufacturer to give such notification of 
such performance and technical data at the time 
of original purchase to the ultimate purchaser 
of the electronic product, as he determines nec-
essary to carry out the purposes of this part 
after consulting with the affected industry. 
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(d) Public nature of reports 

Accident and investigation reports made 
under this part by any officer, employee, or 
agent of the Secretary shall be available for use 
in any civil, criminal, or other judicial proceed-
ing arising out of such accident. Any such offi-
cer, employee, or agent may be required to tes-
tify in such proceedings as to the facts devel-
oped in such investigations. Any such report 
shall be made available to the public in a man-
ner which need not identify individuals. All re-
ports on research projects, demonstration 
projects, and other related activities shall be 
public information. 

(e) Trade secrets 

The Secretary or his representative shall not 
disclose any information reported to or other-
wise obtained by him, pursuant to subsection (a) 
or (b) of this section, which concerns any infor-
mation which contains or relates to a trade se-
cret or other matter referred to in section 1905 
of title 18, except that such information may be 
disclosed to other officers or employees of the 
Department and of other agencies concerned 
with carrying out this part or when relevant in 
any proceeding under this part. Nothing in this 
section shall authorize the withholding of infor-
mation by the Secretary, or by any officers or 
employees under his control, from the duly au-
thorized committees of the Congress. 

(f) Information required to identify and locate 
first purchasers of electronic products 

The Secretary may by regulation (1) require 
dealers and distributors of electronic products, 
to which there are applicable standards pre-
scribed under this part and the retail prices of 
which is not less than $50, to furnish manufac-
turers of such products such information as may 
be necessary to identify and locate, for purposes 
of section 360ll of this title, the first purchasers 
of such products for purposes other than resale, 
and (2) require manufacturers to preserve such 
information. Any regulation establishing a re-
quirement pursuant to clause (1) of the preced-
ing sentence shall (A) authorize such dealers and 
distributors to elect, in lieu of immediately fur-
nishing such information to the manufacturer, 
to hold and preserve such information until ad-
vised by the manufacturer or Secretary that 
such information is needed by the manufacturer 
for purposes of section 360ll of this title, and (B) 
provide that the dealer or distributor shall, upon 
making such election, give prompt notice of 
such election (together with information identi-
fying the notifier and the product) to the manu-
facturer and shall, when advised by the manu-
facturer or Secretary, of the need therefor for 
the purposes of section 360ll of this title, imme-
diately furnish the manufacturer with the re-
quired information. If a dealer or distributor 
discontinues the dealing in or distribution of 
electronic products, he shall turn the informa-
tion over to the manufacturer. Any manufac-
turer receiving information pursuant to this 
subsection concerning first purchasers of prod-
ucts for purposes other than resale shall treat it 
as confidential and may use it only if necessary 
for the purpose of notifying persons pursuant to 
section 360ll(a) of this title. 

(June 25, 1938, ch. 675, § 537, formerly act July 1, 
1944, ch. 373, title III, § 537, formerly § 360A, as 
added Oct. 18, 1968, Pub. L. 90–602, § 2(3), 82 Stat. 
1182; renumbered § 537 and amended Nov. 28, 1990, 
Pub. L. 101–629, § 19(a)(1)(B), (2)(E), (3), (4), 104 
Stat. 4529, 4530; Aug. 13, 1993, Pub. L. 103–80, 
§ 4(a)(2), 107 Stat. 779.) 

CODIFICATION 

Section was classified to section 263i of Title 42, The 

Public Health and Welfare, prior to renumbering by 

Pub. L. 101–629. 

AMENDMENTS 

1993—Pub. L. 103–80 amended directory language of 

Pub. L. 101–629, § 19(a)(4), which renumbered section 263i 

of Title 42, The Public Health and Welfare, as this sec-

tion. 

1990—Subsec. (a). Pub. L. 101–629, § 19(a)(1)(B), (2)(E), 

substituted ‘‘section 360kk(h)’’ for ‘‘section 263f(h)’’, 

‘‘this part’’ for ‘‘this subpart’’, and ‘‘section 360ll(a)(2) 

or 360ll(e)’’ for ‘‘section 263g(a)(2) or 263g(e)’’. 

Subsecs. (b) to (e). Pub. L. 101–629, § 19(a)(1)(B), sub-

stituted ‘‘this part’’ for ‘‘this subpart’’ wherever ap-

pearing. 

Subsec. (f). Pub. L. 101–629, § 19(a)(1)(B), (2)(E)(ii), sub-

stituted ‘‘this part’’ for ‘‘this subpart’’, ‘‘section 360ll’’ 

for ‘‘section 263g’’ in three places, and ‘‘section 360ll(a)’’ 

for ‘‘section 263g(a)’’. 

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES 

Enactment of this section not to be construed to su-

persede or limit the functions under any other provi-

sion of law of any officer or agency of the United 

States, see section 4 of Pub. L. 90–602, set out as a note 

under section 360hh of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 360ll, 360oo of 

this title. 

§ 360oo. Prohibited acts 

(a) It shall be unlawful— 
(1) for any manufacturer to introduce, or to 

deliver for introduction, into commerce, or to 
import into the United States, any electronic 
product which does not comply with an appli-
cable standard prescribed pursuant to section 
360kk of this title; 

(2) for any person to fail to furnish any noti-
fication or other material or information re-
quired by section 360ll or 360nn of this title; or 
to fail to comply with the requirements of sec-
tion 360ll(f) of this title; 

(3) for any person to fail or to refuse to es-
tablish or maintain records required by this 
part or to permit access by the Secretary or 
any of his duly authorized representatives to, 
or the copying of, such records, or to permit 
entry or inspection, as required by or pursuant 
to section 360nn of this title; 

(4) for any person to fail or to refuse to make 
any report required pursuant to section 
360nn(b) of this title or to furnish or preserve 
any information required pursuant to section 
360nn(f) of this title; or 

(5) for any person (A) to fail to issue a cer-
tification as required by section 360kk(h) of 
this title, or (B) to issue such a certification 
when such certification is not based upon a 
test or testing program meeting the require-
ments of section 360kk(h) of this title or when 
the issuer, in the exercise of due care, would 
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have reason to know that such certification is 
false or misleading in a material respect. 

(b) The Secretary may exempt any electronic 
product, or class thereof, from all or part of sub-
section (a) of this section, upon such conditions 
as he may find necessary to protect the public 
health or welfare, for the purpose of research, 
investigations, studies, demonstrations, or 
training, or for reasons of national security. 

(June 25, 1938, ch. 675, § 538, formerly act July 1, 
1944, ch. 373, title III, § 538, formerly § 360B, as 
added Oct. 18, 1968, Pub. L. 90–602, § 2(3), 82 Stat. 
1184; renumbered § 538 and amended Nov. 28, 1990, 
Pub. L. 101–629, § 19(a)(1)(B), (2)(F), (3), (4), 104 
Stat. 4529, 4530; Aug. 13, 1993, Pub. L. 103–80, 
§ 4(a)(2), 107 Stat. 779.) 

CODIFICATION 

Section was classified to section 263j of Title 42, The 

Public Health and Welfare, prior to renumbering by 

Pub. L. 101–629. 

AMENDMENTS 

1993—Pub. L. 103–80 amended directory language of 

Pub. L. 101–629, § 19(a)(4), which renumbered section 263j 

of Title 42, The Public Health and Welfare, as this sec-

tion. 

1990—Subsec. (a)(1). Pub. L. 101–629, § 19(a)(2)(F)(i), 

substituted ‘‘section 360kk’’ for ‘‘section 263f’’. 

Subsec. (a)(2). Pub. L. 101–629, § 19(a)(2)(F)(ii), (iii), 

substituted ‘‘section 360ll or 360nn’’ for ‘‘section 263g or 

263i’’ and ‘‘section 360ll(f)’’ for ‘‘section 263g(f)’’. 

Subsec. (a)(3). Pub. L. 101–629, § 19(a)(1)(B), (2)(F)(iii), 

substituted ‘‘this part’’ for ‘‘this subpart’’ and ‘‘section 

360nn’’ for ‘‘section 263i’’. 

Subsec. (a)(4). Pub. L. 101–629, § 19(a)(2)(F)(iii), sub-

stituted ‘‘section 360nn(b)’’ for ‘‘section 263i(b)’’ and 

‘‘section 360nn(f)’’ for ‘‘section 263i(f)’’. 

Subsec. (a)(5). Pub. L. 101–629, § 19(a)(2)(F)(i), sub-

stituted ‘‘section 360kk(h)’’ for ‘‘section 263f(h)’’ in two 

places. 

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES 

Enactment of this section not to be construed to su-

persede or limit the functions under any other provi-

sion of law of any officer or agency of the United 

States, see section 4 of Pub. L. 90–602, set out as a note 

under section 360hh of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 360pp of this 

title. 

§ 360pp. Enforcement 

(a) Jurisdiction of courts 

The district courts of the United States shall 
have jurisdiction, for cause shown, to restrain 
violations of section 360oo of this title and to re-
strain dealers and distributors of electronic 
products from selling or otherwise disposing of 
electronic products which do not conform to an 
applicable standard prescribed pursuant to sec-
tion 360kk of this title except when such prod-
ucts are disposed of by returning them to the 
distributor or manufacturer from whom they 
were obtained. The district courts of the United 
States shall also have jurisdiction in accordance 
with section 1355 of title 28 to enforce the provi-
sions of subsection (b) of this section. 

(b) Penalties 

(1) Any person who violates section 360oo of 
this title shall be subject to a civil penalty of 

not more than $1,000. For purposes of this sub-
section, any such violation shall with respect to 
each electronic product involved, or with re-
spect to each act or omission made unlawful by 
section 360oo of this title, constitute a separate 
violation, except that the maximum civil pen-
alty imposed on any person under this sub-
section for any related series of violations shall 
not exceed $300,000. 

(2) Any such civil penalty may on application 
be remitted or mitigated by the Secretary. In 
determining the amount of such penalty, or 
whether it should be remitted or mitigated and 
in what amount, the appropriateness of such 
penalty to the size of the business of the person 
charged and the gravity of the violation shall be 
considered. The amount of such penalty, when 
finally determined, may be deducted from any 
sums owing by the United States to the person 
charged. 

(c) Venue; process 

Actions under subsections (a) and (b) of this 
section may be brought in the district court of 
the United States for the district wherein any 
act or omission or transaction constituting the 
violation occurred, or in such court for the dis-
trict where the defendant is found or transacts 
business, and process in such cases may be 
served in any other district of which the defend-
ant is an inhabitant or wherever the defendant 
may be found. 

(d) Warnings 

Nothing in this part shall be construed as re-
quiring the Secretary to report for the institu-
tion of proceedings minor violations of this part 
whenever he believes that the public interest 
will be adequately served by a suitable written 
notice or warning. 

(e) Compliance with regulations 

Except as provided in the first sentence of sec-
tion 360ss of this title, compliance with this part 
or any regulations issued thereunder shall not 
relieve any person from liability at common law 
or under statutory law. 

(f) Additional remedies 

The remedies provided for in this part shall be 
in addition to and not in substitution for any 
other remedies provided by law. 

(June 25, 1938, ch. 675, § 539, formerly act July 1, 
1944, ch. 373, title III, § 539, formerly § 360C, as 
added Oct. 18, 1968, Pub. L. 90–602, § 2(3), 82 Stat. 
1184; renumbered § 539 and amended Nov. 28, 1990, 
Pub. L. 101–629, § 19(a)(1)(B), (2)(G), (3), (4), 104 
Stat. 4529, 4530; Aug. 13, 1993, Pub. L. 103–80, 
§ 4(a)(2), 107 Stat. 779.) 

CODIFICATION 

Section was classified to section 263k of Title 42, The 

Public Health and Welfare, prior to renumbering by 

Pub. L. 101–629. 

AMENDMENTS 

1993—Pub. L. 103–80 amended directory language of 

Pub. L. 101–629, § 19(a)(4), which renumbered section 

263k of Title 42, The Public Health and Welfare, as this 

section. 

1990—Subsec. (a). Pub. L. 101–629, § 19(a)(2)(G)(i), (ii), 

substituted ‘‘section 360oo’’ for ‘‘section 263j’’ and ‘‘sec-

tion 360kk’’ for ‘‘section 263f’’. 
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Subsec. (b)(1). Pub. L. 101–629, § 19(a)(2)(G)(ii), sub-

stituted ‘‘section 360oo’’ for ‘‘section 263j’’ in two 

places. 
Subsec. (d). Pub. L. 101–629, § 19(a)(1)(B), substituted 

‘‘this part’’ for ‘‘this subpart’’ in two places. 
Subsec. (e). Pub. L. 101–629, § 19(a)(1)(B), (2)(G)(iii), 

substituted ‘‘section 360ss’’ for ‘‘section 263n’’ and ‘‘this 

part’’ for ‘‘this subpart’’. 
Subsec. (f). Pub. L. 101–629, § 19(a)(1)(B), substituted 

‘‘this part’’ for ‘‘this subpart’’. 

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES 

Enactment of this section not to be construed to su-

persede or limit the functions under any other provi-

sion of law of any officer or agency of the United 

States, see section 4 of Pub. L. 90–602, set out as a note 

under section 360hh of this title. 

§ 360qq. Annual report 

(a) The Secretary shall prepare and submit to 
the President for transmittal to the Congress on 
or before April 1 of each year a comprehensive 
report on the administration of this part for the 
preceding calendar year. Such report shall in-
clude— 

(1) a thorough appraisal (including statis-
tical analyses, estimates, and long-term pro-
jections) of the incidence of biological injury 
and effects, including genetic effects, to the 
population resulting from exposure to elec-
tronic product radiation, with a breakdown, 
insofar as practicable, among the various 
sources of such radiation; 

(2) a list of Federal electronic product radi-
ation control standards prescribed or in effect 
in such year, with identification of standards 
newly prescribed during such year; 

(3) an evaluation of the degree of observance 
of applicable standards, including a list of en-
forcement actions, court decisions, and com-
promises of alleged violations by location and 
company name; 

(4) a summary of outstanding problems con-
fronting the administration of this part in 
order of priority; 

(5) an analysis and evaluation of research ac-
tivities completed as a result of Government 
and private sponsorship, and technological 
progress for safety achieved during such year; 

(6) a list, with a brief statement of the is-
sues, of completed or pending judicial actions 
under this part; 

(7) the extent to which technical informa-
tion was disseminated to the scientific, com-
mercial, and labor community and consumer- 
oriented information was made available to 
the public; and 

(8) the extent of cooperation between Gov-
ernment officials and representatives of indus-
try and other interested parties in the imple-
mentation of this part including a log or sum-
mary of meetings held between Government 
officials and representatives of industry and 
other interested parties. 

(b) The report required by subsection (a) of 
this section shall contain such recommenda-
tions for additional legislation as the Secretary 
deems necessary to promote cooperation among 
the several States in the improvement of elec-
tronic product radiation control and to 
strengthen the national electronic product radi-
ation control program. 

(June 25, 1938, ch. 675, § 540, formerly act July 1, 
1944, ch. 373, title III, § 540, formerly § 360D, as 
added Oct. 18, 1968, Pub. L. 90–602, § 2(3), 82 Stat. 
1185; renumbered § 540 and amended Nov. 28, 1990, 
Pub. L. 101–629, § 19(a)(1)(B), (3), (4), 104 Stat. 
4529, 4530; Aug. 13, 1993, Pub. L. 103–80, § 4(a)(2), 
107 Stat. 779.) 

CODIFICATION 

Section was classified to section 263l of Title 42, The 

Public Health and Welfare, prior to renumbering by 

Pub. L. 101–629. 

AMENDMENTS 

1993—Pub. L. 103–80 amended directory language of 

Pub. L. 101–629, § 19(a)(4), which renumbered section 263l 

of Title 42, The Public Health and Welfare, as this sec-

tion. 

1990—Subsec. (a). Pub. L. 101–629, § 19(a)(1)(B), sub-

stituted ‘‘this part’’ for ‘‘this subpart’’ wherever ap-

pearing. 

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES 

Enactment of this section not to be construed to su-

persede or limit the functions under any other provi-

sion of law of any officer or agency of the United 

States, see section 4 of Pub. L. 90–602, set out as a note 

under section 360hh of this title. 

§ 360rr. Federal-State cooperation 

The Secretary is authorized (1) to accept from 
State and local authorities engaged in activities 
related to health or safety or consumer protec-
tion, on a reimbursable basis or otherwise, any 
assistance in the administration and enforce-
ment of this part which he may request and 
which they may be able and willing to provide 
and, if so agreed, may pay in advance or other-
wise for the reasonable cost of such assistance, 
and (2) he may, for the purpose of conducting ex-
aminations, investigations, and inspections, 
commission any officer or employee of any such 
authority as an officer of the Department. 

(June 25, 1938, ch. 675, § 541, formerly act July 1, 
1944, ch. 373, title III, § 541, formerly § 360E, as 
added Oct. 18, 1968, Pub. L. 90–602, § 2(3), 82 Stat. 
1186; renumbered § 541 and amended Nov. 28, 1990, 
Pub. L. 101–629, § 19(a)(1)(B), (3), (4), 104 Stat. 
4529, 4530; Aug. 13, 1993, Pub. L. 103–80, § 4(a)(2), 
107 Stat. 779.) 

CODIFICATION 

Section was classified to section 263m of Title 42, The 

Public Health and Welfare, prior to renumbering by 

Pub. L. 101–629. 

AMENDMENTS 

1993—Pub. L. 103–80 amended directory language of 

Pub. L. 101–629, § 19(a)(4), which renumbered section 

263m of Title 42, The Public Health and Welfare, as this 

section. 

1990—Pub. L. 101–629, § 19(a)(1)(B), substituted ‘‘this 

part’’ for ‘‘this subpart’’. 

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES 

Enactment of this section not to be construed to su-

persede or limit the functions under any other provi-

sion of law of any officer or agency of the United 

States, see section 4 of Pub. L. 90–602, set out as a note 

under section 360hh of this title. 

§ 360ss. State standards 

Whenever any standard prescribed pursuant to 
section 360kk of this title with respect to an as-
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pect of performance of an electronic product is 
in effect, no State or political subdivision of a 
State shall have any authority either to estab-
lish, or to continue in effect, any standard which 
is applicable to the same aspect of performance 
of such product and which is not identical to the 
Federal standard. Nothing in this part shall be 
construed to prevent the Federal Government or 
the government of any State or political sub-
division thereof from establishing a requirement 
with respect to emission of radiation from elec-
tronic products procured for its own use if such 
requirement imposes a more restrictive stand-
ard than that required to comply with the other-
wise applicable Federal standard. 

(June 25, 1938, ch. 675, § 542, formerly act July 1, 
1944, ch. 373, title III, § 542, formerly § 360F, as 
added Oct. 18, 1968, Pub. L. 90–602, § 2(3), 82 Stat. 
1186; renumbered § 542 and amended Nov. 28, 1990, 
Pub. L. 101–629, § 19(a)(1)(B), (2)(H), (3), (4), 104 
Stat. 4529, 4530; Aug. 13, 1993, Pub. L. 103–80, 
§ 4(a)(2), 107 Stat. 779.) 

CODIFICATION 

Section was classified to section 263n of Title 42, The 

Public Health and Welfare, prior to renumbering by 

Pub. L. 101–629. 

AMENDMENTS 

1993—Pub. L. 103–80 amended directory language of 

Pub. L. 101–629, § 19(a)(4), which renumbered section 

263n of Title 42, The Public Health and Welfare, as this 

section. 

1990—Pub. L. 101–629, § 19(a)(1)(B), (2)(H), substituted 

‘‘section 360kk’’ for ‘‘section 263f’’ and ‘‘this part’’ for 

‘‘this subpart’’. 

NONINTERFERENCE WITH OTHER FEDERAL AGENCIES 

Enactment of this section not to be construed to su-

persede or limit the functions under any other provi-

sion of law of any officer or agency of the United 

States, see section 4 of Pub. L. 90–602, set out as a note 

under section 360hh of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 360pp of this 

title. 

SUBCHAPTER VI—COSMETICS 

§ 361. Adulterated cosmetics 

A cosmetic shall be deemed to be adulter-
ated— 

(a) If it bears or contains any poisonous or del-
eterious substance which may render it injuri-
ous to users under the conditions of use pre-
scribed in the labeling thereof, or under such 
conditions of use as are customary or usual, ex-
cept that this provision shall not apply to coal- 
tar hair dye, the label of which bears the follow-
ing legend conspicuously displayed thereon: 
‘‘Caution—This product contains ingredients 
which may cause skin irritation on certain indi-
viduals and a preliminary test according to ac-
companying directions should first be made. 
This product must not be used for dyeing the 
eyelashes or eyebrows; to do so may cause blind-
ness.’’, and the labeling of which bears adequate 
directions for such preliminary testing. For the 
purposes of this paragraph and paragraph (e) the 
term ‘‘hair dye’’ shall not include eyelash dyes 
or eyebrow dyes. 

(b) If it consists in whole or in part of any 
filthy, putrid, or decomposed substance. 

(c) If it has been prepared, packed, or held 
under insanitary conditions whereby it may 
have become contaminated with filth, or where-
by it may have been rendered injurious to 
health. 

(d) If its container is composed, in whole or in 
part, of any poisonous or deleterious substance 
which may render the contents injurious to 
health. 

(e) If it is not a hair dye and it is, or it bears 
or contains, a color additive which is unsafe 
within the meaning of section 379e(a) of this 
title. 

(June 25, 1938, ch. 675, § 601, 52 Stat. 1054; July 12, 
1960, Pub. L. 86–618, title I, § 102(c)(1), 74 Stat. 398; 
Oct. 29, 1992, Pub. L. 102–571, title I, § 107(11), 106 
Stat. 4499; Aug. 13, 1993, Pub. L. 103–80, § 3(x), 107 
Stat. 778.) 

AMENDMENTS 

1993—Subsec. (a). Pub. L. 103–80 substituted ‘‘usual, 

except that this’’ for ‘‘usual: Provided, That this’’. 

1992—Par. (e). Pub. L. 102–571 substituted ‘‘379e(a)’’ for 

‘‘376(a)’’. 

1960—Par. (e). Pub. L. 86–618 substituted ‘‘and it is, or 

it bears or contains, a color additive which is unsafe 

within the meaning of section 376(a) of this title’’ for 

‘‘and it bears or contains a coal-tar color other than 

one from a batch that has been certified in accordance 

with regulations as provided by section 364 of this 

title’’. 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to the provisions of section 203 of Pub. L. 86–618, 

see section 202 of Pub. L. 86–618, set out as a note under 

section 379e of this title. 

EFFECTIVE DATE; POSTPONEMENT 

Par. (e) effective Jan. 1, 1940, see act June 23, 1939, ch. 

242, 53 Stat. 853, set out as an Effective Date; Postpone-

ment in Certain Cases note under section 301 of this 

title. 

EFFECTIVE DATE 

Section effective twelve months after June 25, 1938, 

except par. (a), which, with certain exceptions, became 

effective on June 25, 1938, see section 902(a) of act June 

25, 1938, set out as a note under section 301 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 334, 379e of this 

title. 

§ 362. Misbranded cosmetics 

A cosmetic shall be deemed to be mis-
branded— 

(a) If its labeling is false or misleading in any 
particular. 

(b) If in package form unless it bears a label 
containing (1) the name and place of business of 
the manufacturer, packer, or distributor; and (2) 
an accurate statement of the quantity of the 
contents in terms of weight, measure, or numer-
ical count: Provided, That under clause (2) of 
this paragraph reasonable variations shall be 
permitted, and exemptions as to small packages 
shall be established, by regulations prescribed 
by the Secretary. 

(c) If any word, statement, or other informa-
tion required by or under authority of this chap-
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ter to appear on the label or labeling is not 
prominently placed thereon with such conspicu-
ousness (as compared with other words, state-
ments, designs, or devices, in the labeling) and 
in such terms as to render it likely to be read 
and understood by the ordinary individual under 
customary conditions of purchase and use. 

(d) If its container is so made, formed, or filled 
as to be misleading. 

(e) If it is a color additive, unless its packag-
ing and labeling are in conformity with such 
packaging and labeling requirements, applicable 
to such color additive, as may be contained in 
regulations issued under section 379e of this 
title. This paragraph shall not apply to pack-
ages of color additives which, with respect to 
their use for cosmetics, are marketed and in-
tended for use only in or on hair dyes (as defined 
in the last sentence of section 361(a) of this 
title). 

(f) If its packaging or labeling is in violation 
of an applicable regulation issued pursuant to 
section 1472 or 1473 of title 15. 

(June 25, 1938, ch. 675, § 602, 52 Stat. 1054; July 12, 
1960, Pub. L. 86–618, title I, § 102(c)(2), 74 Stat. 398; 
Dec. 30, 1970, Pub. L. 91–601, § 6(f), formerly § 7(f), 
84 Stat. 1673, renumbered Aug. 13, 1981, Pub. L. 
97–35, title XII, § 1205(c), 95 Stat. 716; Oct. 29, 1992, 
Pub. L. 102–571, title I, § 107(12), 106 Stat. 4499.) 

AMENDMENTS 

1992—Par. (e). Pub. L. 102–571 substituted ‘‘379e’’ for 

‘‘376’’. 

1970—Par. (f). Pub. L. 91–601 added par. (f). 

1960—Par. (e). Pub. L. 86–618 added par. (e). 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–601 effective Dec. 30, 1970, 

and regulations establishing special packaging stand-

ards effective no sooner than 180 days or later than one 

year from date regulations are final, or an earlier date 

published in Federal Register, see section 8 of Pub. L. 

91–601, set out as an Effective Date note under section 

1471 of Title 15, Commerce and Trade. 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to the provisions of section 203 of Pub. L. 86–618, 

see section 202 of Pub. L. 86–618, set out as a note under 

section 379e of this title. 

EFFECTIVE DATE; POSTPONEMENT 

Par. (b) effective Jan. 1, 1940, and such subsection ef-

fective July 1, 1940, as provided by regulations for cer-

tain lithographed labeling and containers bearing cer-

tain labeling, see act June 23, 1939, ch. 242, 53 Stat. 853, 

set out as an Effective Date; Postponement in Certain 

Cases note under section 301 of this title. 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 321 of this title. 

§ 363. Regulations making exemptions 

The Secretary shall promulgate regulations 
exempting from any labeling requirement of this 

chapter cosmetics which are, in accordance with 
the practice of the trade, to be processed, la-
beled, or repacked in substantial quantities at 
establishments other than those where origi-
nally processed or packed, on condition that 
such cosmetics are not adulterated or mis-
branded under the provisions of this chapter 
upon removal from such processing, labeling, or 
repacking establishment. 

(June 25, 1938, ch. 675, § 603, 52 Stat. 1054.) 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

§ 364. Repealed. Pub. L. 86–618, title I, § 103(a)(3), 
July 12, 1960, 74 Stat. 398 

Section, act June 25, 1938, ch. 675, § 604, 52 Stat. 1055, 

directed Secretary to promulgate regulations for list-

ing of coal-tar colors for cosmetics. See section 379e of 

this title. 

EFFECTIVE DATE OF REPEAL 

Repeal effective July 12, 1960, subject to the provi-

sions of section 203 of Pub. L. 86–618, see section 202 of 

Pub. L. 86–618, set out as an Effective Date of 1960 

Amendment note under section 379e of this title. 

SUBCHAPTER VII—GENERAL AUTHORITY 

PART A—GENERAL ADMINISTRATIVE PROVISIONS 

§ 371. Regulations and hearings 

(a) Authority to promulgate regulations 

The authority to promulgate regulations for 
the efficient enforcement of this chapter, except 
as otherwise provided in this section, is vested 
in the Secretary. 

(b) Regulations for imports and exports 

The Secretary of the Treasury and the Sec-
retary of Health and Human Services shall 
jointly prescribe regulations for the efficient en-
forcement of the provisions of section 381 of this 
title, except as otherwise provided therein. Such 
regulations shall be promulgated in such man-
ner and take effect at such time, after due no-
tice, as the Secretary of Health and Human 
Services shall determine. 

(c) Conduct of hearings 

Hearings authorized or required by this chap-
ter shall be conducted by the Secretary or such 
officer or employee as he may designate for the 
purpose. 

(d) Effectiveness of definitions and standards of 
identity 

The definitions and standards of identity pro-
mulgated in accordance with the provisions of 
this chapter shall be effective for the purposes of 
the enforcement of this chapter, notwithstand-
ing such definitions and standards as may be 
contained in other laws of the United States and 
regulations promulgated thereunder. 

(e) Procedure for establishment 

(1) Any action for the issuance, amendment, or 
repeal of any regulation under section 343(j), 
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344(a), 346, 351(b), or 352(d) or (h) of this title, and 
any action for the amendment or repeal of any 
definition and standard of identity under section 
341 of this title for any dairy product (including 
products regulated under parts 131, 133 and 135 of 
title 21, Code of Federal Regulations) shall be 
begun by a proposal made (A) by the Secretary 
on his own initiative, or (B) by petition of any 
interested person, showing reasonable grounds 
therefor, filed with the Secretary. The Secretary 
shall publish such proposal and shall afford all 
interested persons an opportunity to present 
their views thereon, orally or in writing. As 
soon as practicable thereafter, the Secretary 
shall by order act upon such proposal and shall 
make such order public. Except as provided in 
paragraph (2), the order shall become effective 
at such time as may be specified therein, but 
not prior to the day following the last day on 
which objections may be filed under such para-
graph. 

(2) On or before the thirtieth day after the 
date on which an order entered under paragraph 
(1) is made public, any person who will be ad-
versely affected by such order if placed in effect 
may file objections thereto with the Secretary, 
specifying with particularity the provisions of 
the order deemed objectionable, stating the 
grounds therefor, and requesting a public hear-
ing upon such objections. Until final action 
upon such objections is taken by the Secretary 
under paragraph (3), the filing of such objections 
shall operate to stay the effectiveness of those 
provisions of the order to which the objections 
are made. As soon as practicable after the time 
for filing objections has expired the Secretary 
shall publish a notice in the Federal Register 
specifying those parts of the order which have 
been stayed by the filing of objections and, if no 
objections have been filed, stating that fact. 

(3) As soon as practicable after such request 
for a public hearing, the Secretary, after due no-
tice, shall hold such a public hearing for the 
purpose of receiving evidence relevant and ma-
terial to the issues raised by such objections. At 
the hearing, any interested person may be heard 
in person or by representative. As soon as prac-
ticable after completion of the hearing, the Sec-
retary shall by order act upon such objections 
and make such order public. Such order shall be 
based only on substantial evidence of record at 
such hearing and shall set forth, as part of the 
order, detailed findings of fact on which the 
order is based. The Secretary shall specify in the 
order the date on which it shall take effect, ex-
cept that it shall not be made to take effect 
prior to the ninetieth day after its publication 
unless the Secretary finds that emergency con-
ditions exist necessitating an earlier effective 
date, in which event the Secretary shall specify 
in the order his findings as to such conditions. 

(f) Review of order 

(1) In a case of actual controversy as to the va-
lidity of any order under subsection (e) of this 
section, any person who will be adversely af-
fected by such order if placed in effect may at 
any time prior to the ninetieth day after such 
order is issued file a petition with the United 
States court of appeals for the circuit wherein 
such person resides or has his principal place of 

business, for a judicial review of such order. A 
copy of the petition shall be forthwith transmit-
ted by the clerk of the court to the Secretary or 
other officer designated by him for that purpose. 
The Secretary thereupon shall file in the court 
the record of the proceedings on which the Sec-
retary based his order, as provided in section 
2112 of title 28. 

(2) If the petitioner applies to the court for 
leave to adduce additional evidence, and shows 
to the satisfaction of the court that such addi-
tional evidence is material and that there were 
reasonable grounds for the failure to adduce 
such evidence in the proceeding before the Sec-
retary, the court may order such additional evi-
dence (and evidence in rebuttal thereof) to be 
taken before the Secretary, and to be adduced 
upon the hearing, in such manner and upon such 
terms and conditions as to the court may seem 
proper. The Secretary may modify his findings 
as to the facts, or make new findings, by reason 
of the additional evidence so taken, and he shall 
file such modified or new findings, and his rec-
ommendation, if any, for the modification or 
setting aside of his original order, with the re-
turn of such additional evidence. 

(3) Upon the filing of the petition referred to 
in paragraph (1) of this subsection, the court 
shall have jurisdiction to affirm the order, or to 
set it aside in whole or in part, temporarily or 
permanently. If the order of the Secretary re-
fuses to issue, amend, or repeal a regulation and 
such order is not in accordance with law the 
court shall by its judgment order the Secretary 
to take action, with respect to such regulation, 
in accordance with law. The findings of the Sec-
retary as to the facts, if supported by substan-
tial evidence, shall be conclusive. 

(4) The judgment of the court affirming or set-
ting aside, in whole or in part, any such order of 
the Secretary shall be final, subject to review by 
the Supreme Court of the United States upon 
certiorari or certification as provided in section 
1254 of title 28. 

(5) Any action instituted under this subsection 
shall survive notwithstanding any change in the 
person occupying the office of Secretary or any 
vacancy in such office. 

(6) The remedies provided for in this sub-
section shall be in addition to and not in substi-
tution for any other remedies provided by law. 

(g) Copies of records of hearings 

A certified copy of the transcript of the record 
and proceedings under subsection (e) of this sec-
tion shall be furnished by the Secretary to any 
interested party at his request, and payment of 
the costs thereof, and shall be admissible in any 
criminal, libel for condemnation, exclusion of 
imports, or other proceeding arising under or in 
respect to this chapter, irrespective of whether 
proceedings with respect to the order have pre-
viously been instituted or become final under 
subsection (f) of this section. 

(June 25, 1938, ch. 675, § 701, 52 Stat. 1055; June 25, 
1948, ch. 646, § 32, 62 Stat. 991; Apr. 15, 1954, ch. 
143, § 2, 68 Stat. 55; Aug. 1, 1956, ch. 861, § 2, 70 
Stat. 919; Aug. 28, 1958, Pub. L. 85–791, § 21, 72 
Stat. 948; July 12, 1960, Pub. L. 86–618, title I, 
§ 103(a)(4), 74 Stat. 398; Nov. 8, 1990, Pub. L. 
101–535, § 8, 104 Stat. 2365; June 16, 1992, Pub. L. 
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102–300, § 6(b)(1), 106 Stat. 240; Aug. 13, 1993, Pub. 
L. 103–80, §§ 3(y), (dd)(1), 4(c), 107 Stat. 778, 779; 
Oct. 22, 1994, Pub. L. 103–396, § 3(b), 108 Stat. 
4155.) 

AMENDMENTS 

1994—Subsec. (e)(1). Pub. L. 103–396 which directed the 
amendment of par. (1) by striking out ‘‘or maple syrup 
(regulated under section 168.140 of title 21, Code of Fed-
eral Regulations).’’, was executed by striking out ‘‘or 
maple sirup (regulated under section 168.140 of title 21, 
Code of Federal Regulations)’’ before ‘‘shall be begun 
by a proposal’’, to reflect the probable intent of Con-

gress. 
1993—Subsec. (b). Pub. L. 103–80, § 3(dd)(1), substituted 

‘‘Health and Human Services’’ for ‘‘Agriculture’’ in two 

places. 
Subsec. (e)(1). Pub. L. 103–80, § 4(c), made technical 

correction to directory language of Pub. L. 101–535, § 8. 

See 1990 Amendment note below. 
Pub. L. 103–80, § 3(y)(1), struck out period after second 

reference to ‘‘Regulations)’’. 
Subsec. (f)(4). Pub. L. 103–80, § 3(y)(2), substituted ref-

erence to section 1254 of title 28 for ‘‘sections 239 and 

240 of the Judicial Code, as amended’’. 
1992—Subsec. (b). Pub. L. 102–300, which directed the 

substitution of ‘‘Health and Human Services’’ for 

‘‘Health, Education, and Welfare’’, could not be exe-

cuted because such words did not appear in the original 

statutory text. See 1993 Amendment note above and 

Transfer of Functions note below. 
1990—Subsec. (e)(1). Pub. L. 101–535, § 8, as amended by 

Pub. L. 103–80, § 4(c), substituted ‘‘Any action for the is-

suance, amendment, or repeal of any regulation under 

section 343(j), 344(a), 346, 351(b), or 352(d) or (h) of this 

title, and any action for the amendment or repeal of 

any definition and standard of identity under section 

341 of this title for any dairy product (including prod-

ucts regulated under parts 131, 133 and 135 of title 21, 

Code of Federal Regulations) or maple sirup (regulated 

under section 168.140 of title 21, Code of Federal Regula-

tions)’’ for ‘‘Any action for the issuance, amendment, 

or repeal of any regulation under section 341, 343(j), 

344(a), 346, 351(b), or 352(d) or (h) of this title’’. 
1960—Subsec. (e). Pub. L. 86–618 substituted ‘‘section 

341, 343(j), 344(a), 346, 351(b), or 352(d) or (h), of this 

title’’ for ‘‘section 341, 343(j), 344(a), 346(a) or (b), 351(b), 

352(d) or (h), 354 or 364 of this title’’. 
1958—Subsec. (f)(1). Pub. L. 85–791, § 21(a), substituted 

provisions requiring transmission of a copy of the peti-

tion by clerk to Secretary, and filing of the record by 

Secretary, for provisions which permitted service of 

summons and petition any place in United States and 

required Secretary to certify and file transcript of the 

proceedings and record upon service. 
Subsec. (f)(3). Pub. L. 85–791, § 21(b), inserted ‘‘Upon 

the filing of the petition referred to in paragraph (1) of 

this subsection’’. 
1956—Subsec. (e). Act Aug. 1, 1956, simplified proce-

dures governing prescribing of regulations under cer-

tain provisions of this chapter. 
1954—Subsec. (e). Act Apr. 15, 1954, struck out ref-

erence to section 341 of this title, before ‘‘343(j)’’, such 

section 341 now containing its own provisions with re-

spect to hearings regarding the establishment of food 

standards. 

CHANGE OF NAME 

Circuit Court of Appeals of the United States changed 

to United States court of appeals by act June 25, 1948, 

eff. Sept. 1, 1948. 

EFFECTIVE DATE OF 1960 AMENDMENT 

Amendment by Pub. L. 86–618 effective July 12, 1960, 

subject to the provisions of section 203 of Pub. L. 86–618, 

see section 202 of Pub. L. 86–618, set out as a note under 

section 379e of this title. 

CONSTRUCTION OF AMENDMENTS BY PUB. L. 101–535 

Amendments by Pub. L. 101–535 not to be construed to 

alter the authority of the Secretary of Health and 

Human Services and the Secretary of Agriculture under 

the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 

et seq.), the Federal Meat Inspection Act (21 U.S.C. 601 

et seq.), the Poultry Products Inspection Act (21 U.S.C. 

451 et seq.), and the Egg Products Inspection Act (21 

U.S.C. 1031 et seq.), see section 9 of Pub. L. 101–535, set 

out as a note under section 343 of this title. 

SAVINGS PROVISION 

Savings clause of act Aug. 1, 1956, see note set out 

under section 341 of this title. 

TRANSFER OF FUNCTIONS 

Secretary and Department of Health, Education, and 

Welfare redesignated Secretary and Department of 

Health and Human Services by Pub. L. 96–88, title V, 

§ 509(b), Oct. 17, 1979, 93 Stat. 695, which is classified to 

section 3508(b) of Title 20, Education. 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

HEARINGS PENDING ON APRIL 15, 1954, WITH RESPECT 

TO FOOD STANDARDS 

Provisions of this chapter in effect prior to Apr. 15, 

1954, as applicable with respect to hearings begun prior 

to such date under subsection (e) of this section, re-

garding food standards, see Savings Provisions note set 

out under section 341 of this title. 

FEDERAL RULES OF CIVIL PROCEDURE 

Admiralty and maritime rules of practice (which in-

cluded libel procedures) were superseded, and civil and 

admiralty procedures in United States district courts 

were unified, effective July 1, 1966, see rule 1 and Sup-

plemental Rules for Certain Admiralty and Maritime 

Claims, Title 28, Appendix, Judiciary and Judicial Pro-

cedure. 

CROSS REFERENCES 

Pesticide chemical regulations, see section 346a of 

this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 346a, 352, 356, 

357, 379e of this title; title 15 sections 1261, 1262, 1455, 

1474. 

§ 372. Examinations and investigations 

(a) Authority to conduct 

The Secretary is authorized to conduct exami-
nations and investigations for the purposes of 
this chapter through officers and employees of 
the Department or through any health, food, or 
drug officer or employee of any State, Territory, 
or political subdivision thereof, duly commis-
sioned by the Secretary as an officer of the De-
partment. In the case of food packed in the Com-
monwealth of Puerto Rico or a Territory the 
Secretary shall attempt to make inspection of 
such food at the first point of entry within the 
United States when, in his opinion and with due 
regard to the enforcement of all the provisions 
of this chapter, the facilities at his disposal will 
permit of such inspection. For the purposes of 
this subsection the term ‘‘United States’’ means 
the States and the District of Columbia. 

(b) Availability to owner of part of analysis sam-
ples 

Where a sample of a food, drug, or cosmetic is 
collected for analysis under this chapter the 
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Secretary shall, upon request, provide a part of 
such official sample for examination or analysis 
by any person named on the label of the article, 
or the owner thereof, or his attorney or agent; 
except that the Secretary is authorized, by regu-
lations, to make such reasonable exceptions 
from, and impose such reasonable terms and 
conditions relating to, the operation of this sub-
section as he finds necessary for the proper ad-
ministration of the provisions of this chapter. 

(c) Records of other departments and agencies 

For purposes of enforcement of this chapter, 
records of any department or independent estab-
lishment in the executive branch of the Govern-
ment shall be open to inspection by any official 
of the Department duly authorized by the Sec-
retary to make such inspection. 

(d) Information on patents for drugs 

The Secretary is authorized and directed, upon 
request from the Commissioner of Patents and 
Trademarks, to furnish full and complete infor-
mation with respect to such questions relating 
to drugs as the Commissioner may submit con-
cerning any patent application. The Secretary is 
further authorized, upon receipt of any such re-
quest, to conduct or cause to be conducted, such 
research as may be required. 

(e) Powers of enforcement personnel 

Any officer or employee of the Department 
designated by the Secretary to conduct exami-
nations, investigations, or inspections under 
this chapter relating to counterfeit drugs may, 
when so authorized by the Secretary— 

(1) carry firearms; 
(2) execute and serve search warrants and ar-

rest warrants; 
(3) execute seizure by process issued pursu-

ant to libel under section 334 of this title; 
(4) make arrests without warrant for of-

fenses under this chapter with respect to such 
drugs if the offense is committed in his pres-
ence or, in the case of a felony, if he has prob-
able cause to believe that the person so ar-
rested has committed, or is committing, such 
offense; and 

(5) make, prior to the institution of libel 
proceedings under section 334(a)(2) of this 
title, seizures of drugs or containers or of 
equipment, punches, dies, plates, stones, label-
ing, or other things, if they are, or he has rea-
sonable grounds to believe that they are, sub-
ject to seizure and condemnation under such 
section 334(a)(2). In the event of seizure pursu-
ant to this paragraph (5), libel proceedings 
under section 334(a)(2) of this title shall be in-
stituted promptly and the property seized be 
placed under the jurisdiction of the court. 

(June 25, 1938, ch. 675, § 702, 52 Stat. 1056; Oct. 10, 
1962, Pub. L. 87–781, title III, §§ 307(b), 308, 76 
Stat. 796; July 15, 1965, Pub. L. 89–74, § 8(a), 79 
Stat. 234; Oct. 27, 1970, Pub. L. 91–513, title II, 
§ 701(f), 84 Stat. 1282; Jan. 2, 1975, Pub. L. 93–596, 
§ 3, 88 Stat. 1949; June 16, 1992, Pub. L. 102–300, 
§ 6(b)(2), 106 Stat. 240; Aug. 13, 1993, Pub. L. 
103–80, § 3(dd)(2), 107 Stat. 779.) 

AMENDMENTS 

1993—Subsec. (c). Pub. L. 103–80 struck out ‘‘of Agri-

culture’’ after ‘‘Department’’. 

1992—Subsec. (c). Pub. L. 102–300, which directed the 

amendment of subsec. (c) by striking out ‘‘of Health, 

Education, and Welfare’’, could not be executed because 

such words did not appear in the original statutory 

text. See 1993 Amendment note above and Transfer of 

Functions note below. 

1970—Subsec. (e). Pub. L. 91–513 struck out reference 

to depressant or stimulant drugs. 

1965—Subsec. (e). Pub. L. 89–74 added subsec. (e). 

1962—Subsec. (a). Pub. L. 87–781, § 307(b), inserted ‘‘the 

Commonwealth of Puerto Rico or’’ before ‘‘a Territory 

the Secretary’’. 

Subsec. (d). Pub. L. 87–781, § 308, added subsec. (d). 

CHANGE OF NAME 

‘‘Commissioner of Patents and Trademarks’’ sub-

stituted for ‘‘Commissioner of Patents’’ in subsec. (d) 

pursuant to section 3 of Pub. L. 93–596, set out as a note 

under section 1 of Title 35, Patents. 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–513 effective on first day of 

seventh calendar month that begins after Oct. 26, 1970, 

see section 704 of Pub. L. 91–513, set out as an Effective 

Date note under section 801 of this title. 

EFFECTIVE DATE OF 1965 AMENDMENT 

Amendment by Pub. L. 89–74 effective July 15, 1965, 

see section 11 of Pub. L. 89–74, set out as a note under 

section 321 of this title. 

SAVINGS PROVISION 

Amendment by Pub. L. 91–513 not to affect or abate 

any prosecutions for any violation of law or any civil 

seizures or forfeitures and injunctive proceedings com-

menced prior to the effective date of such amendment, 

and all administrative proceedings pending before the 

Bureau of Narcotics and Dangerous Drugs [now Drug 

Enforcement Administration] on Oct. 27, 1970, to be 

continued and brought to final determination in accord 

with laws and regulations in effect prior to Oct. 27, 1970, 

see section 702 of Pub. L. 91–513, set out as a note under 

section 321 of this title. 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

FEDERAL RULES OF CIVIL PROCEDURE 

Admiralty and maritime rules of practice (which in-

cluded libel procedures) were superseded, and civil and 

admiralty procedures in United States district courts 

were unified, effective July 1, 1966, see rule 1 and Sup-

plemental Rules for Certain Admiralty and Maritime 

Claims, Title 28, Appendix, Judiciary and Judicial Pro-

cedure. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 321 of this title. 

§ 372a. Transferred 

CODIFICATION 

Section, act June 25, 1938, ch. 675, § 702A, formerly 

June 30, 1906, ch. 3915, § 10A, as added June 22, 1934, ch. 

712, 48 Stat. 1204, and amended, which related to exam-

ination of sea food, was renumbered section 706 of act 

June 25, 1938, by Pub. L. 102–571, title I, § 106(3), Oct. 29, 

1992, 106 Stat. 4498, and transferred to section 376 of this 

title. 

§ 373. Records of interstate shipment 

For the purpose of enforcing the provisions of 
this chapter, carriers engaged in interstate com-
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merce, and persons receiving food, drugs, de-
vices, or cosmetics in interstate commerce or 
holding such articles so received, shall, upon the 
request of an officer or employee duly des-
ignated by the Secretary, permit such officer or 
employee, at reasonable times, to have access to 
and to copy all records showing the movement 
in interstate commerce of any food, drug, de-
vice, or cosmetic, or the holding thereof during 
or after such movement, and the quantity, ship-
per, and consignee thereof; and it shall be un-
lawful for any such carrier or person to fail to 
permit such access to and copying of any such 
record so requested when such request is accom-
panied by a statement in writing specifying the 
nature or kind of food, drug, device, or cosmetic 
to which such request relates, except that evi-
dence obtained under this section, or any evi-
dence which is directly or indirectly derived 
from such evidence, shall not be used in a crimi-
nal prosecution of the person from whom ob-
tained, and except that carriers shall not be sub-
ject to the other provisions of this chapter by 
reason of their receipt, carriage, holding, or de-
livery of food, drugs, devices, or cosmetics in the 
usual course of business as carriers. 

(June 25, 1938, ch. 675, § 703, 52 Stat. 1057; Oct. 15, 
1970, Pub. L. 91–452, title II, § 230, 84 Stat. 930; 
Aug. 13, 1993, Pub. L. 103–80, § 3(z), 107 Stat. 778.) 

AMENDMENTS 

1993—Pub. L. 103–80 substituted ‘‘, except that’’ for 

‘‘: Provided, That’’ and ‘‘, and except that’’ for 

‘‘: Provided further, That’’. 

1970—Pub. L. 91–452 inserted ‘‘, or any evidence which 

is directly or indirectly derived from such evidence,’’ 

after ‘‘under this section’’. 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–452 effective on sixtieth 

day following Oct. 15, 1970, and not to affect any immu-

nity to which any individual is entitled under this sec-

tion by reason of any testimony given before sixtieth 

day following Oct. 15, 1970, see section 260 of Pub. L. 

91–452, set out as an Effective Date; Savings Provision 

note under section 6001 of Title 18, Crimes and Criminal 

Procedure. 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

CROSS REFERENCES 

Immunity of witnesses, see section 6001 et seq. of 

Title 18, Crimes and Criminal Procedure. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 331 of this title. 

§ 374. Inspection 

(a) Right of agents to enter; scope of inspection; 
notice; promptness; exclusions 

(1) For purposes of enforcement of this chap-
ter, officers or employees duly designated by the 
Secretary, upon presenting appropriate creden-
tials and a written notice to the owner, opera-
tor, or agent in charge, are authorized (A) to 
enter, at reasonable times, any factory, ware-

house, or establishment in which food, drugs, de-
vices, or cosmetics are manufactured, processed, 
packed, or held, for introduction into interstate 
commerce or after such introduction, or to enter 
any vehicle being used to transport or hold such 
food, drugs, devices, or cosmetics in interstate 
commerce; and (B) to inspect, at reasonable 
times and within reasonable limits and in a rea-
sonable manner, such factory, warehouse, estab-
lishment, or vehicle and all pertinent equip-
ment, finished and unfinished materials, con-
tainers, and labeling therein. In the case of any 
factory, warehouse, establishment, or consult-
ing laboratory in which prescription drugs or re-
stricted devices are manufactured, processed, 
packed, or held, the inspection shall extend to 
all things therein (including records, files, pa-
pers, processes, controls, and facilities) bearing 
on whether prescription drugs or restricted de-
vices which are adulterated or misbranded with-
in the meaning of this chapter, or which may 
not be manufactured, introduced into interstate 
commerce, or sold, or offered for sale by reason 
of any provision of this chapter, have been or 
are being manufactured, processed, packed, 
transported, or held in any such place, or other-
wise bearing on violation of this chapter. No in-
spection authorized by the preceding sentence or 
by paragraph (3) shall extend to financial data, 
sales data other than shipment data, pricing 
data, personnel data (other than data as to qual-
ification of technical and professional personnel 
performing functions subject to this chapter), 
and research data (other than data relating to 
new drugs, antibiotic drugs, and devices and 
subject to reporting and inspection under regu-
lations lawfully issued pursuant to section 355(i) 
or (k), section 357(d) or (g), section 360i, or 
360j(g) of this title, and data relating to other 
drugs or devices which in the case of a new drug 
would be subject to reporting or inspection 
under lawful regulations issued pursuant to sec-
tion 355(j) of this title). A separate notice shall 
be given for each such inspection, but a notice 
shall not be required for each entry made during 
the period covered by the inspection. Each such 
inspection shall be commenced and completed 
with reasonable promptness. 

(2) The provisions of the second sentence of 
paragraph (1) shall not apply to— 

(A) pharmacies which maintain establish-
ments in conformance with any applicable 
local laws regulating the practice of pharmacy 
and medicine and which are regularly engaged 
in dispensing prescription drugs or devices, 
upon prescriptions of practitioners licensed to 
administer such drugs or devices to patients 
under the care of such practitioners in the 
course of their professional practice, and 
which do not, either through a subsidiary or 
otherwise, manufacture, prepare, propagate, 
compound, or process drugs or devices for sale 
other than in the regular course of their busi-
ness of dispensing or selling drugs or devices 
at retail; 

(B) practitioners licensed by law to prescribe 
or administer drugs, or prescribe or use de-
vices, as the case may be, and who manufac-
ture, prepare, propagate, compound, or process 
drugs, or manufacture or process devices, sole-
ly for use in the course of their professional 
practice; 
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(C) persons who manufacture, prepare, prop-
agate, compound, or process drugs or manufac-
ture or process devices, solely for use in re-
search, teaching, or chemical analysis and not 
for sale; 

(D) such other classes of persons as the Sec-
retary may by regulation exempt from the ap-
plication of this section upon a finding that 
inspection as applied to such classes of persons 
in accordance with this section is not nec-
essary for the protection of the public health. 

(3) An officer or employee making an inspec-
tion under paragraph (1) for purposes of enforc-
ing the requirements of section 350a of this title 
applicable to infant formulas shall be permitted, 
at all reasonable times, to have access to and to 
copy and verify any records— 

(A) bearing on whether the infant formula 
manufactured or held in the facility inspected 
meets the requirements of section 350a of this 
title, or 

(B) required to be maintained under section 
350a of this title. 

(b) Written report to owner; copy to Secretary 

Upon completion of any such inspection of a 
factory, warehouse, consulting laboratory, or 
other establishment, and prior to leaving the 
premises, the officer or employee making the in-
spection shall give to the owner, operator, or 
agent in charge a report in writing setting forth 
any conditions or practices observed by him 
which, in his judgment, indicate that any food, 
drug, device, or cosmetic in such establishment 
(1) consists in whole or in part of any filthy, pu-
trid, or decomposed substance, or (2) has been 
prepared, packed, or held under insanitary con-
ditions whereby it may have become contami-
nated with filth, or whereby it may have been 
rendered injurious to health. A copy of such re-
port shall be sent promptly to the Secretary. 

(c) Receipt for samples taken 

If the officer or employee making any such in-
spection of a factory, warehouse, or other estab-
lishment has obtained any sample in the course 
of the inspection, upon completion of the inspec-
tion and prior to leaving the premises he shall 
give to the owner, operator, or agent in charge 
a receipt describing the samples obtained. 

(d) Analysis of samples furnished owner 

Whenever in the course of any such inspection 
of a factory or other establishment where food is 
manufactured, processed, or packed, the officer 
or employee making the inspection obtains a 
sample of any such food, and an analysis is made 
of such sample for the purpose of ascertaining 
whether such food consists in whole or in part of 
any filthy, putrid, or decomposed substance, or 
is otherwise unfit for food, a copy of the results 
of such analysis shall be furnished promptly to 
the owner, operator, or agent in charge. 

(e) Accessibility of records 

Every person required under section 360i or 
360j(g) of this title to maintain records and 
every person who is in charge or custody of such 
records shall, upon request of an officer or em-
ployee designated by the Secretary, permit such 
officer or employee at all reasonable times to 
have access to, and to copy and verify, such 
records. 

(June 25, 1938, ch. 675, § 704, 52 Stat. 1057; Aug. 7, 
1953, ch. 350, § 1, 67 Stat. 476; Oct. 10, 1962, Pub. L. 
87–781, title II, § 201(a), (b), 76 Stat. 792, 793; May 
28, 1976, Pub. L. 94–295, § 6, 90 Stat. 581; Sept. 26, 
1980, Pub. L. 96–359, § 4, 94 Stat. 1193; Aug. 13, 
1993, Pub. L. 103–80, § 3(aa), 107 Stat. 778.) 

AMENDMENTS 

1993—Subsec. (a)(1). Pub. L. 103–80 substituted a 

comma for semicolon after ‘‘finished and unfinished 

materials’’ and ‘‘section 355(i) or (k)’’ for ‘‘section 355(i) 

or (j)’’. 

1980—Subsec. (a)(1). Pub. L. 96–359, § 4(1), (2), restruc-

tured first five sentences of former subsec. (a) as par. 

(1) and, as so restructured, inserted reference to para-

graph (3) and substituted ‘‘(A)’’ and ‘‘(B)’’ for ‘‘(1)’’ and 

‘‘(2)’’, respectively. 

Subsec. (a)(2). Pub. L. 96–359, § 4(3), redesignated sixth 

sentence of former subsec. (a) as par. (2) and, as so re-

designated, substituted reference to second sentence of 

paragraph (1) for reference to former second sentence of 

this subsection, and ‘‘(A)’’, ‘‘(B)’’, ‘‘(C)’’, and ‘‘(D)’’, for 

‘‘(1)’’, ‘‘(2)’’, ‘‘(3)’’, and ‘‘(4)’’, respectively. 

Subsec. (a)(3). Pub. L. 96–359, § 4(4), added par. (3). 

1976—Subsec. (a). Pub. L. 94–295, § 6(a)–(c), expanded 

existing provisions to encompass medical devices by in-

serting references to factories, warehouses, establish-

ments, and consulting laboratories in which restricted 

devices are manufactured, processed, packed, or held, 

inspections relating to devices, reporting and inspec-

tion regulations issued pursuant to sections 360i and 

360j(g) of this title, and the manufacture and processing 

of devices. 

Subsec. (e). Pub. L. 94–295, § 6(d), added subsec. (e). 

1962—Subsec. (a). Pub. L. 87–781, § 201(a), extended the 

inspection, where prescription drugs are manufactured, 

processed, packed, or held, to all things bearing on 

whether adulterated or misbranded drugs, or any which 

may not be manufactured, introduced in interstate 

commerce, or sold or offered for sale under any provi-

sion of this chapter, have been or are being manufac-

tured, processed, packed, transported or held in any 

such place, or otherwise bearing on violation of this 

chapter, but excluded from such inspection, data con-

cerning finance, sales other than shipment, pricing, 

personnel other than qualifications of technical and 

professional personnel, research other than relating to 

new drugs subject to reporting, provided that provi-

sions of second sentence of this subsection shall be in-

applicable to pharmacies, practitioners and other per-

sons enumerated in pars. (1) to (4), and struck out ‘‘are 

held’’ before ‘‘after such introduction’’. 

Subsec. (b). Pub. L. 87–781, § 201(b), inserted ‘‘consult-

ing laboratory’’ after ‘‘warehouse’’. 

1953—Act Aug. 7, 1953, designated existing provisions 

as subsec. (a) and amended them by substituting provi-

sions permitting entry and inspection upon presen-

tation of appropriate credentials and a written notice 

to the owner, operator, or agent in charge for provi-

sions which authorized entry and inspection only after 

making a request and obtaining permission from the 

owner, operator, or custodian, and inserting provisions 

requiring a separate written notice for each inspection 

but not for each entry made during the period covered 

by the inspection, and directing that the inspection 

shall be conducted within reasonable limits, in a rea-

sonable manner and completed with reasonable 

promptness, and added subsecs. (b) to (d). 

EFFECTIVE DATE OF 1962 AMENDMENT 

Amendment by Pub. L. 87–781 effective Oct. 10, 1962, 

see section 203 of Pub. L. 87–781, set out as a note under 

section 332 of this title. 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 
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Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

AUTHORITY OF SECRETARY PRIOR TO OCTOBER 10, 1962 

Section 201(d) of Pub. L. 87–781 provided that: ‘‘Noth-

ing in the amendments made by subsections (a) and (b) 

of this section [amending this section] shall be con-

strued to negate or derogate from any authority of the 

Secretary existing prior to the enactment of this Act 

[Oct. 10, 1962].’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 334, 360, 

360e, 360j of this title. 

§ 375. Publicity 

(a) Reports 

The Secretary shall cause to be published from 
time to time reports summarizing all judg-
ments, decrees, and court orders which have 
been rendered under this chapter, including the 
nature of the charge and the disposition thereof. 

(b) Information regarding certain goods 

The Secretary may also cause to be dissemi-
nated information regarding food, drugs, de-
vices, or cosmetics in situations involving, in 
the opinion of the Secretary, imminent danger 
to health or gross deception of the consumer. 
Nothing in this section shall be construed to 
prohibit the Secretary from collecting, report-
ing, and illustrating the results of the investiga-
tions of the Department. 

(June 25, 1938, ch. 675, § 705, 52 Stat. 1057.) 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 360h of this title. 

§ 376. Examination of sea food on request of 
packer; marking food with results; fees; pen-
alties 

The Secretary, upon application of any packer 
of any sea food for shipment or sale within the 
jurisdiction of this chapter, may, at his discre-
tion, designate inspectors to examine and in-
spect such food and the production, packing, and 
labeling thereof. If on such examination and in-
spection compliance is found with the provisions 
of this chapter and regulations promulgated 
thereunder, the applicant shall be authorized or 
required to mark the food as provided by regula-
tion to show such compliance. Services under 
this section shall be rendered only upon pay-
ment by the applicant of fees fixed by regulation 
in such amounts as may be necessary to provide, 
equip, and maintain an adequate and efficient 
inspection service. Receipts from such fees shall 
be covered into the Treasury and shall be avail-
able to the Secretary for expenditures incurred 
in carrying out the purposes of this section, in-
cluding expenditures for salaries of additional 
inspectors when necessary to supplement the 
number of inspectors for whose salaries Con-

gress has appropriated. The Secretary is author-
ized to promulgate regulations governing the 
sanitary and other conditions under which the 
service herein provided shall be granted and 
maintained, and for otherwise carrying out the 
purposes of this section. Any person who forges, 
counterfeits, simulates, or falsely represents, or 
without proper authority uses any mark, stamp, 
tag, label, or other identification devices au-
thorized or required by the provisions of this 
section or regulations thereunder, shall be 
guilty of a misdemeanor, and shall on convic-
tion thereof be subject to imprisonment for not 
more than one year or a fine of not less than 
$1,000 nor more than $5,000, or both such impris-
onment and fine. 

(June 25, 1938, ch. 675, § 706, formerly § 702A, for-
merly June 30, 1906, ch. 3915, § 10A, as added June 
22, 1934, ch. 712, 48 Stat. 1204; amended Aug. 27, 
1935, ch. 739, 49 Stat. 871; June 25, 1938, ch. 675, 
§ 902(a), 52 Stat. 1059; renumbered § 702A of act 
June 25, 1938, July 12, 1943, ch. 221, title II, 57 
Stat. 500; June 16, 1992, Pub. L. 102–300, § 6(b)(2), 
106 Stat. 240; renumbered § 706, Oct. 29, 1992, Pub. 
L. 102–571, title I, § 106(3), 106 Stat. 4498; Aug. 13, 
1993, Pub. L. 103–80, § 3(dd)(2), 107 Stat. 779.) 

CODIFICATION 

Section was formerly classified to section 372a of this 

title prior to renumbering by Pub. L. 102–571. 
Section, which formerly was not a part of the Federal 

Food, Drug, and Cosmetic Act, originally was classified 

to section 14a of this title. Section 902(a) of act June 25, 

1938, set out as an Effective Date note under section 301 

of this title, provided that the section should remain in 

force and effect and be applicable to the provisions of 

this chapter. Act July 12, 1943, renumbered this section 

as 702A of the Federal Food, Drug, and Cosmetic Act. 

PRIOR PROVISIONS 

A prior section 376, act June 25, 1938, ch. 675, § 706, 52 

Stat. 1058, as amended, which related to listing and cer-

tification of color additives for foods, drugs, devices, 

and cosmetics, was renumbered section 721 of act June 

25, 1938, by Pub. L. 102–571, title I, § 106(4), Oct. 29, 1992, 

106 Stat. 4498, and transferred to section 379e of this 

title. 

AMENDMENTS 

1993—Pub. L. 103–80 struck out ‘‘of Agriculture’’ after 

‘‘Secretary’’ in two places. 
1992—Pub. L. 102–300, which directed the amendment 

of the section by striking out ‘‘of Health, Education, 

and Welfare’’ wherever appearing, could not be exe-

cuted because such words did not appear in the original 

statutory text. See 1993 Amendment note above and 

Transfer of Functions note below. 

TRANSFER OF FUNCTIONS 

Secretary and Department of Health, Education, and 

Welfare redesignated Secretary and Department of 

Health and Human Services by Pub. L. 96–88, title V, 

§ 509(b), Oct. 17, 1979, 93 Stat. 695, which is classified to 

section 3508(b) of Title 20, Education. 
For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

§ 377. Revision of United States Pharmacopoeia; 
development of analysis and mechanical and 
physical tests 

The Secretary, in carrying into effect the pro-
visions of this chapter, is authorized on and 
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after July 12, 1943, to cooperate with associa-
tions and scientific societies in the revision of 
the United States Pharmacopoeia and in the de-
velopment of methods of analysis and mechani-
cal and physical tests necessary to carry out the 
work of the Food and Drug Administration. 

(July 12, 1943, ch. 221, title II, 57 Stat. 500; 1953 
Reorg. Plan No. 1, § 5, eff. Apr. 11, 1953, 18 F.R. 
2053, 67 Stat. 631.) 

CODIFICATION 

Section was enacted as part of the Labor-Federal Se-

curity Appropriation Act, 1944, and not as part of the 

Federal Food, Drug, and Cosmetic Act which comprises 

this chapter. 

TRANSFER OF FUNCTIONS 

For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

§ 378. Advertising of foods 

(a) Determination of misbranding; notification of 
Federal Trade Commission by Secretary; 
contents 

(1) Except as provided in subsection (c) of this 
section, before the Secretary may initiate any 
action under subchapter III of this chapter— 

(A) with respect to any food which the Sec-
retary determines is misbranded under section 
343(a)(2) of this title because of its advertising, 
or 

(B) with respect to a food’s advertising 
which the Secretary determines causes the 
food to be so misbranded, 

the Secretary shall, in accordance with para-
graph (2), notify in writing the Federal Trade 
Commission of the action the Secretary pro-
poses to take respecting such food or advertis-
ing. 

(2) The notice required by paragraph (1) shall— 
(A) contain (i) a description of the action the 

Secretary proposes to take and of the adver-
tising which the Secretary has determined 
causes a food to be misbranded, (ii) a state-
ment of the reasons for the Secretary’s deter-
mination that such advertising has caused 
such food to be misbranded, and 

(B) be accompanied by the records, docu-
ments, and other written materials which the 
Secretary determines supports his determina-
tion that such food is misbranded because of 
such advertising. 

(b) Action by Federal Trade Commission pre-
cluding action by Secretary; exception 

(1) If the Secretary notifies the Federal Trade 
Commission under subsection (a) of this section 
of action proposed to be taken under subchapter 
III of this chapter with respect to a food or food 
advertising and the Commission notifies the 
Secretary in writing, within the 30-day period 
beginning on the date of the receipt of such no-
tice, that— 

(A) it has initiated under the Federal Trade 
Commission Act [15 U.S.C. 41 et seq.] an inves-
tigation of such advertising to determine if it 
is prohibited by such Act or any order or rule 
under such Act, 

(B) it has commenced (or intends to com-
mence) a civil action under section 5, 13, or 19 
[15 U.S.C. 45, 53, or 57b] with respect to such 
advertising or the Attorney General has com-
menced (or intends to commence) a civil ac-
tion under section 5 [15 U.S.C. 45] with respect 
to such advertising, 

(C) it has issued and served (or intends to 
issue and serve) a complaint under section 5(b) 
of such Act [15 U.S.C. 45(b)] respecting such 
advertising, or 

(D) pursuant to section 16(b) of such Act [15 
U.S.C. 56(b)] it has made a certification to the 
Attorney General respecting such advertising, 

the Secretary may not, except as provided by 
paragraph (2), initiate the action described in 
the Secretary’s notice to the Federal Trade 
Commission. 

(2) If, before the expiration of the 60-day pe-
riod beginning on the date the Secretary re-
ceives a notice described in paragraph (1) from 
the Federal Trade Commission in response to a 
notice of the Secretary under subsection (a) of 
this section— 

(A) the Commission or the Attorney General 
does not commence a civil action described in 
subparagraph (B) of paragraph (1) of this sub-
section respecting the advertising described in 
the Secretary’s notice, 

(B) the Commission does not issue and serve 
a complaint described in subparagraph (C) of 
such paragraph respecting such advertising, or 

(C) the Commission does not (as described in 
subparagraph (D) of such paragraph) make a 
certification to the Attorney General respect-
ing such advertising, or, if the Commission 
does make such a certification to the Attor-
ney General respecting such advertising, the 
Attorney General, before the expiration of 
such period, does not cause appropriate crimi-
nal proceedings to be brought against such ad-
vertising, 

the Secretary may, after the expiration of such 
period, initiate the action described in the no-
tice to the Commission pursuant to subsection 
(a) of this section. The Commission shall 
promptly notify the Secretary of the commence-
ment by the Commission of such a civil action, 
the issuance and service by it of such a com-
plaint, or the causing by the Attorney General 
of criminal proceedings to be brought against 
such advertising. 

(c) Secretary’s determination of imminent haz-
ard to health as suspending applicability of 
provisions 

The requirements of subsections (a) and (b) of 
this section do not apply with respect to action 
under subchapter III of this chapter with respect 
to any food or food advertising if the Secretary 
determines that such action is required to elimi-
nate an imminent hazard to health. 

(d) Coordination of action by Secretary with 
Federal Trade Commission 

For the purpose of avoiding unnecessary dupli-
cation, the Secretary shall coordinate any ac-
tion taken under subchapter III of this chapter 
because of advertising which the Secretary de-
termines causes a food to be misbranded with 
any action of the Federal Trade Commission 
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under the Federal Trade Commission Act [15 
U.S.C. 41 et seq.] with respect to such advertis-
ing. 

(June 25, 1938, ch. 675, § 707, as added Apr. 22, 1976, 
Pub. L. 94–278, title V, § 502(b), 90 Stat. 412.) 

REFERENCES IN TEXT 

The Federal Trade Commission Act, referred to in 

subsecs. (b) and (d), is act Sept. 26, 1914, ch. 311, 38 Stat. 

717, as amended, which is classified generally to sub-

chapter I (§ 41 et seq.) of chapter 2 of Title 15, Com-

merce and Trade. For complete classification of this 

Act to the Code, see section 58 of Title 15 and Tables. 

§ 379. Confidential information 

The Secretary may provide any information 
which is exempt from disclosure pursuant to 
subsection (a) of section 552 of title 5 by reason 
of subsection (b)(4) of such section to a person 
other than an officer or employee of the Depart-
ment if the Secretary determines such other 
person requires the information in connection 
with an activity which is undertaken under con-
tract with the Secretary, which relates to the 
administration of this chapter, and with respect 
to which the Secretary (or an officer or em-
ployee of the Department) is not prohibited 
from using such information. The Secretary 
shall require as a condition to the provision of 
information under this section that the person 
receiving it take such security precautions re-
specting the information as the Secretary may 
by regulation prescribe. 

(June 25, 1938, ch. 675, § 708, as added May 28, 1976, 
Pub. L. 94–295, § 8, 90 Stat. 582.) 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 331 of this title. 

§ 379a. Presumption of existence of jurisdiction 

In any action to enforce the requirements of 
this chapter respecting a device the connection 
with interstate commerce required for jurisdic-
tion in such action shall be presumed to exist. 

(June 25, 1938, ch. 675, § 709, as added May 28, 1976, 
Pub. L. 94–295, § 8, 90 Stat. 583.) 

§ 379b. Consolidated administrative and labora-
tory facility 

(a) Authority 

The Secretary, in consultation with the Ad-
ministrator of the General Services Administra-
tion, shall enter into contracts for the design, 
construction, and operation of a consolidated 
Food and Drug Administration administrative 
and laboratory facility. 

(b) Awarding of contract 

The Secretary shall solicit contract proposals 
under subsection (a) of this section from inter-
ested parties. In awarding contracts under such 
subsection, the Secretary shall review such pro-
posals and give priority to those alternatives 
that are the most cost effective for the Federal 
Government and that allow for the use of do-
nated land, federally owned property, or lease- 
purchase arrangements. A contract under this 
subsection shall not be entered into unless such 
contract results in a net cost savings to the Fed-

eral Government over the duration of the con-
tract, as compared to the Government purchase 
price including borrowing by the Secretary of 
the Treasury. 

(c) Donations 

In carrying out this section, the Secretary 
shall have the power, in connection with real 
property, buildings, and facilities, to accept on 
behalf of the Food and Drug Administration 
gifts or donations of services or property, real or 
personal, as the Secretary determines to be nec-
essary. 

(d) Authorization of appropriations 

There are authorized to be appropriated to 
carry out this section $100,000,000 for fiscal year 
1991, and such sums as may be necessary for 
each of the subsequent fiscal years, to remain 
available until expended. 

(June 25, 1938, ch. 675, § 710, as added Nov. 28, 
1990, Pub. L. 101–635, title I, § 101, 104 Stat. 4583.) 

§ 379c. Transferred 

CODIFICATION 

Section, act June 25, 1938, ch. 675, § 711, as added Nov. 

28, 1990, Pub. L. 101–635, title II, § 201, 104 Stat. 4584, 

which related to recovery and retention of fees for free-

dom of information requests, was renumbered section 

731 of act June 25, 1938, by Pub. L. 102–571, title I, 

§ 106(6), Oct. 29, 1992, 106 Stat. 4499, and transferred to 

section 379f of this title. 

§ 379d. Automation of Food and Drug Adminis-
tration 

(a) In general 

The Secretary, acting through the Commis-
sioner of Food and Drugs, shall automate appro-
priate activities of the Food and Drug Adminis-
tration to ensure timely review of activities reg-
ulated under this chapter. 

(b) Authorization of appropriations 

There are authorized to be appropriated each 
fiscal year such sums as are necessary to carry 
out this section. 

(June 25, 1938, ch. 675, § 711, formerly § 712, as 
added Nov. 28, 1990, Pub. L. 101–635, title IV, § 401, 
104 Stat. 4585; renumbered § 711, Oct. 29, 1992, 
Pub. L. 102–571, title I, § 106(3), 106 Stat. 4498.) 

PRIOR PROVISIONS 

A prior section 711 of act June 25, 1938, was renum-

bered section 731 by Pub. L. 102–571 and is classified to 

section 379f of this title.  

PART B—COLORS 

§ 379e. Listing and certification of color additives 
for foods, drugs, devices, and cosmetics 

(a) Unsafe color additives 

A color additive shall, with respect to any par-
ticular use (for which it is being used or in-
tended to be used or is represented as suitable) 
in or on food or drugs or devices or cosmetics, be 
deemed unsafe for the purposes of the applica-
tion of section 342(c), 351(a)(4), or 361(e) of this 
title, as the case may be, unless— 

(1)(A) there is in effect, and such additive 
and such use are in conformity with, a regula-
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tion issued under subsection (b) of this section 
listing such additive for such use, including 
any provision of such regulation prescribing 
the conditions under which such additive may 
be safely used, and (B) such additive either (i) 
is from a batch certified, in accordance with 
regulations issued pursuant to subsection (c) 
of this section, for such use, or (ii) has, with 
respect to such use, been exempted by the Sec-
retary from the requirement of certification; 
or 

(2) such additive and such use thereof con-
form to the terms of an exemption which is in 
effect pursuant to subsection (f) of this sec-
tion. 

While there are in effect regulations under sub-
sections (b) and (c) of this section relating to a 
color additive or an exemption pursuant to sub-
section (f) of this section with respect to such 
additive, an article shall not, by reason of bear-
ing or containing such additive in all respects in 
accordance with such regulations or such ex-
emption, be considered adulterated within the 
meaning of clause (1) of section 342(a) of this 
title if such article is a food, or within the 
meaning of section 361(a) of this title if such ar-
ticle is a cosmetic other than a hair dye (as de-
fined in the last sentence of section 361(a) of this 
title). A color additive for use in or on a device 
shall be subject to this section only if the color 
additive comes in direct contact with the body 
of man or other animals for a significant period 
of time. The Secretary may by regulation des-
ignate the uses of color additives in or on de-
vices which are subject to this section. 

(b) Listing of colors; regulations; issuance, 
amendment or repeal; referral to advisory 
committee; report and recommendations; ap-
pointment and compensation of advisory 
committee 

(1) The Secretary shall, by regulation, provide 
for separately listing color additives for use in 
or on food, color additives for use in or on drugs, 
or devices, and color additives for use in or on 
cosmetics, if and to the extent that such addi-
tives are suitable and safe for any such use when 
employed in accordance with such regulations. 

(2)(A) Such regulations may list any color ad-
ditive for use generally in or on food, or in or on 
drugs or devices, or in or on cosmetics, if the 
Secretary finds that such additive is suitable 
and may safely be employed for such general 
use. 

(B) If the data before the Secretary do not es-
tablish that the additive satisfies the require-
ments for listing such additive on the applicable 
list pursuant to subparagraph (A) of this para-
graph, or if the proposal is for listing such addi-
tive for a more limited use or uses, such regula-
tions may list such additive only for any more 
limited use or uses for which it is suitable and 
may safely be employed. 

(3) Such regulations shall, to the extent 
deemed necessary by the Secretary to assure the 
safety of the use or uses for which a particular 
color additive is listed, prescribe the conditions 
under which such additive may be safely em-
ployed for such use or uses (including, but not 
limited to, specifications, hereafter in this sec-
tion referred to as tolerance limitations, as to 

the maximum quantity or quantities which may 
be used or permitted to remain in or on the arti-
cle or articles in or on which it is used; speci-
fications as to the manner in which such addi-
tive may be added to or used in or on such arti-
cle or articles; and directions or other labeling 
or packaging requirements for such additive). 

(4) The Secretary shall not list a color addi-
tive under this section for a proposed use unless 
the data before him establish that such use, 
under the conditions of use specified in the regu-
lations, will be safe: Provided, however, That a 
color additive shall be deemed to be suitable and 
safe for the purpose of listing under this sub-
section for use generally in or on food, while 
there is in effect a published finding of the Sec-
retary declaring such substance exempt from 
the term ‘‘food additive’’ because of its being 
generally recognized by qualified experts as safe 
for its intended use, as provided in section 321(s) 
of this title. 

(5)(A) In determining, for the purposes of this 
section, whether a proposed use of a color addi-
tive is safe, the Secretary shall consider, among 
other relevant factors— 

(i) the probable consumption of, or other rel-
evant exposure from, the additive and of any 
substance formed in or on food, drugs or de-
vices, or cosmetics because of the use of the 
additive; 

(ii) the cumulative effect, if any, of such ad-
ditive in the diet of man or animals, taking 
into account the same or any chemically or 
pharmacologically related substance or sub-
stances in such diet; 

(iii) safety factors which, in the opinion of 
experts qualified by scientific training and ex-
perience to evaluate the safety of color addi-
tives for the use or uses for which the additive 
is proposed to be listed, are generally recog-
nized as appropriate for the use of animal ex-
perimentation data; and 

(iv) the availability of any needed prac-
ticable methods of analysis for determining 
the identity and quantity of (I) the pure dye 
and all intermediates and other impurities 
contained in such color additive, (II) such ad-
ditive in or on any article of food, drug or de-
vice, or cosmetic, and (III) any substance 
formed in or on such article because of the use 
of such additive. 

(B) A color additive (i) shall be deemed unsafe, 
and shall not be listed, for any use which will or 
may result in ingestion of all or part of such ad-
ditive, if the additive is found by the Secretary 
to induce cancer when ingested by man or ani-
mal, or if it is found by the Secretary, after 
tests which are appropriate for the evaluation of 
the safety of additives for use in food, to induce 
cancer in man or animal, and (ii) shall be 
deemed unsafe, and shall not be listed, for any 
use which will not result in ingestion of any 
part of such additive, if, after tests which are 
appropriate for the evaluation of the safety of 
additives for such use, or after other relevant 
exposure of man or animal to such additive, it is 
found by the Secretary to induce cancer in man 
or animal: Provided, That clause (i) of this sub-
paragraph (B) shall not apply with respect to the 
use of a color additive as an ingredient of feed 
for animals which are raised for food production, 
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if the Secretary finds that, under the conditions 
of use and feeding specified in proposed labeling 
and reasonably certain to be followed in prac-
tice, such additive will not adversely affect the 
animals for which such feed is intended, and 
that no residue of the additive will be found (by 
methods of examination prescribed or approved 
by the Secretary by regulations, which regula-
tions shall not be subject to subsection (d) of 
this section) in any edible portion of such ani-
mals after slaughter or in any food yielded by or 
derived from the living animal. 

(C)(i) In any proceeding for the issuance, 
amendment, or repeal of a regulation listing a 
color additive, whether commenced by a pro-
posal of the Secretary on his own initiative or 
by a proposal contained in a petition, the peti-
tioner, or any other person who will be ad-
versely affected by such proposal or by the Sec-
retary’s order issued in accordance with para-
graph (1) of section 371(e) of this title if placed 
in effect, may request, within the time specified 
in this subparagraph, that the petition or order 
thereon, or the Secretary’s proposal, be referred 
to an advisory committee for a report and rec-
ommendations with respect to any matter aris-
ing under subparagraph (B) of this paragraph, 
which is involved in such proposal or order and 
which requires the exercise of scientific judg-
ment. Upon such request, or if the Secretary 
within such time deems such a referral nec-
essary, the Secretary shall forthwith appoint an 
advisory committee under subparagraph (D) of 
this paragraph and shall refer to it, together 
with all the data before him, such matter aris-
ing under subparagraph (B) for study thereof and 
for a report and recommendations on such mat-
ter. A person who has filed a petition or who has 
requested the referral of a matter to an advisory 
committee pursuant to this subparagraph (C), as 
well as representatives of the Department, shall 
have the right to consult with such advisory 
committee in connection with the matter re-
ferred to it. The request for referral under this 
subparagraph, or the Secretary’s referral on his 
own initiative, may be made at any time before, 
or within thirty days after, publication of an 
order of the Secretary acting upon the petition 
or proposal. 

(ii) Within sixty days after the date of such re-
ferral, or within an additional thirty days if the 
committee deems such additional time nec-
essary, the committee shall, after independent 
study of the data furnished to it by the Sec-
retary and other data before it, certify to the 
Secretary a report and recommendations, to-
gether with all underlying data and a statement 
of the reasons or basis for the recommendations. 
A copy of the foregoing shall be promptly sup-
plied by the Secretary to any person who has 
filed a petition, or who has requested such refer-
ral to the advisory committee. Within thirty 
days after such certification, and after giving 
due consideration to all data then before him, 
including such report, recommendations, under-
lying data, and statement, and to any prior 
order issued by him in connection with such 
matter, the Secretary shall by order confirm or 
modify any order theretofore issued or, if no 
such prior order has been issued, shall by order 
act upon the petition or other proposal. 

(iii) Where— 
(I) by reason of subparagraph (B) of this 

paragraph, the Secretary has initiated a pro-
posal to remove from listing a color additive 
previously listed pursuant to this section; and 

(II) a request has been made for referral of 
such proposal to an advisory committee; 

the Secretary may not act by order on such pro-
posal until the advisory committee has made a 
report and recommendations to him under 
clause (ii) of this subparagraph and he has con-
sidered such recommendations, unless the Sec-
retary finds that emergency conditions exist ne-
cessitating the issuance of an order notwith-
standing this clause. 

(D) The advisory committee referred to in sub-
paragraph (C) of this paragraph shall be com-
posed of experts selected by the National Acad-
emy of Sciences, qualified in the subject matter 
referred to the committee and of adequately di-
versified professional background, except that in 
the event of the inability or refusal of the Na-
tional Academy of Sciences to act, the Sec-
retary shall select the members of the commit-
tee. The size of the committee shall be deter-
mined by the Secretary. Members of any advi-
sory committee established under this chapter, 
while attending conferences or meetings of their 
committees or otherwise serving at the request 
of the Secretary, shall be entitled to receive 
compensation at rates to be fixed by the Sec-
retary but at rates not exceeding the daily 
equivalent of the rate specified at the time of 
such service for grade GS–18 of the General 
Schedule, including traveltime; and while away 
from their homes or regular places of business 
they may be allowed travel expenses, including 
per diem in lieu of subsistence, as authorized by 
section 5703 of title 5 for persons in the Govern-
ment service employed intermittently. The 
members shall not be subject to any other provi-
sions of law regarding the appointment and 
compensation of employees of the United States. 
The Secretary shall furnish the committee with 
adequate clerical and other assistance, and shall 
by rules and regulations prescribe the procedure 
to be followed by the committee. 

(6) The Secretary shall not list a color addi-
tive under this subsection for a proposed use if 
the data before him show that such proposed use 
would promote deception of the consumer in vio-
lation of this chapter or would otherwise result 
in misbranding or adulteration within the mean-
ing of this chapter. 

(7) If, in the judgment of the Secretary, a tol-
erance limitation is required in order to assure 
that a proposed use of a color additive will be 
safe, the Secretary— 

(A) shall not list the additive for such use if 
he finds that the data before him do not estab-
lish that such additive, if used within a safe 
tolerance limitation, would achieve the in-
tended physical or other technical effect; and 

(B) shall not fix such tolerance limitation at 
a level higher than he finds to be reasonably 
required to accomplish the intended physical 
or other technical effect. 

(8) If, having regard to the aggregate quantity 
of color additive likely to be consumed in the 
diet or to be applied to the human body, the 
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Secretary finds that the data before him fail to 
show that it would be safe and otherwise permis-
sible to list a color additive (or pharmacologi-
cally related color additives) for all the uses 
proposed therefor and at the levels of concentra-
tion proposed, the Secretary shall, in determin-
ing for which use or uses such additive (or such 
related additives) shall be or remain listed, or 
how the aggregate allowable safe tolerance for 
such additive or additives shall be allocated by 
him among the uses under consideration, take 
into account, among other relevant factors (and 
subject to the paramount criterion of safety), 
(A) the relative marketability of the articles in-
volved as affected by the proposed uses of the 
color additive (or of such related additives) in or 
on such articles, and the relative dependence of 
the industries concerned on such uses; (B) the 
relative aggregate amounts of such color addi-
tive which he estimates would be consumed in 
the diet or applied to the human body by reason 
of the various uses and levels of concentration 
proposed; and (C) the availability, if any, of 
other color additives suitable and safe for one or 
more of the uses proposed. 

(c) Certification of colors 

The Secretary shall further, by regulation, 
provide (1) for the certification, with safe dil-
uents or without diluents, of batches of color ad-
ditives listed pursuant to subsection (b) of this 
section and conforming to the requirements for 
such additives established by regulations under 
such subsection and this subsection, and (2) for 
exemption from the requirement of certification 
in the case of any such additive, or any listing 
or use thereof, for which he finds such require-
ment not to be necessary in the interest of the 
protection of the public health: Provided, That, 
with respect to any use in or on food for which 
a listed color additive is deemed to be safe by 
reason of the proviso to paragraph (4) of sub-
section (b), the requirement of certification 
shall be deemed not to be necessary in the inter-
est of public health protection. 

(d) Procedure for issuance, amendment, or re-
peal of regulations 

The provisions of section 371(e), (f), and (g) of 
this title shall, subject to the provisions of sub-
paragraph (C) of subsection (b)(5) of this section, 
apply to and in all respects govern proceedings 
for the issuance, amendment, or repeal of regu-
lations under subsection (b) or (c) of this section 
(including judicial review of the Secretary’s ac-
tion in such proceedings) and the admissibility 
of transcripts of the record of such proceedings 
in other proceedings, except that— 

(1) if the proceeding is commenced by the fil-
ing of a petition, notice of the proposal made 
by the petition shall be published in general 
terms by the Secretary within thirty days 
after such filing, and the Secretary’s order (re-
quired by paragraph (1) of section 371(e) of this 
title) acting upon such proposal shall, in the 
absence of prior referral (or request for refer-
ral) to an advisory committee, be issued with-
in ninety days after the date of such filing, ex-
cept that the Secretary may (prior to such 
ninetieth day), by written notice to the peti-
tioner, extend such ninety-day period to such 
time (not more than one hundred and eighty 

days after the date of filing of the petition) as 
the Secretary deems necessary to enable him 
to study and investigate the petition; 

(2) any report, recommendations, underlying 
data, and reasons certified to the Secretary by 
an advisory committee appointed pursuant to 
subparagraph (D) of subsection (b)(5) of this 
section, shall be made a part of the record of 
any hearing if relevant and material, subject 
to the provisions of section 556(d) of title 5. 
The advisory committee shall designate a 
member to appear and testify at any such 
hearing with respect to the report and recom-
mendations of such committee upon request of 
the Secretary, the petitioner, or the officer 
conducting the hearing, but this shall not pre-
clude any other member of the advisory com-
mittee from appearing and testifying at such 
hearing; 

(3) the Secretary’s order after public hearing 
(acting upon objections filed to an order made 
prior to hearing) shall be subject to the re-
quirements of section 348(f)(2) of this title; and 

(4) the scope of judicial review of such order 
shall be in accordance with the fourth sen-
tence of paragraph (2), and with the provisions 
of paragraph (3), of section 348(g) of this title. 

(e) Fees 

The admitting to listing and certification of 
color additives, in accordance with regulations 
prescribed under this chapter, shall be per-
formed only upon payment of such fees, which 
shall be specified in such regulations, as may be 
necessary to provide, maintain, and equip an 
adequate service for such purposes. 

(f) Exemptions 

The Secretary shall by regulations (issued 
without regard to subsection (d) of this section) 
provide for exempting from the requirements of 
this section any color additive or any specific 
type of use thereof, and any article of food, 
drug, or device, or cosmetic bearing or contain-
ing such additive, intended solely for investiga-
tional use by qualified experts when in his opin-
ion such exemption is consistent with the public 
health. 

(June 25, 1938, ch. 675, § 721, formerly § 706, 52 
Stat. 1058; July 12, 1960, Pub. L. 86–618, title I, 
§ 103(b), 74 Stat. 399; Oct. 10, 1962, Pub. L. 87–781, 
title I, § 104(f)(2), 76 Stat. 785; Oct. 30, 1970, Pub. 
L. 91–515, title VI, § 601(d)(2), 84 Stat. 1311; May 
28, 1976, Pub. L. 94–295, § 9(a), 90 Stat. 583; Oct. 17, 
1979, Pub. L. 96–88, title V, § 509(b), 93 Stat. 695; 
June 16, 1992, Pub. L. 102–300, § 6(b)(2), 106 Stat. 
240; renumbered § 721, Oct. 29, 1992, Pub. L. 
102–571, title I, § 106(4), 106 Stat. 4498; Aug. 13, 
1993, Pub. L. 103–80, § 3(bb), 107 Stat. 778.) 

CODIFICATION 

Section was formerly classified to section 376 of this 

title prior to renumbering by Pub. L. 102–571. 
In subsec. (d)(2), ‘‘section 556(d) of title 5’’ substituted 

for ‘‘section 7(c) of the Administrative Procedure Act (5 

U.S.C., sec. 1006(c))’’ on authority of Pub. L. 89–554, 

§ 7(b), Sept. 6, 1966, 80 Stat. 631, the first section of 

which enacted Title 5, Government Organization and 

Employees. 

AMENDMENTS 

1993—Subsec. (b)(5)(D). Pub. L. 103–80 substituted 

‘‘section 5703’’ for ‘‘section 5703(b)’’. 
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1992—Subsec. (b)(5)(C)(i). Pub. L. 102–300 struck out 

‘‘of Health, Education, and Welfare’’ after ‘‘representa-

tives of the Department’’. 

1976—Subsec. (a). Pub. L. 94–295, § 9(a)(2), (3), inserted 

reference to devices and inserted provisions directing 

that color additives for use in or on devices be subject 

to this section only if the color additives come in di-

rect contact with the body of man or other animals for 

a significant period of time and authorizing the Sec-

retary to designate by regulation the uses of color addi-

tives in or on devices which are subject to this section. 

Subsec. (b). Pub. L. 94–295, § 9(a)(1), (2), substituted 

‘‘drug or device’’ for ‘‘drug’’ and ‘‘drugs or devices’’ for 

‘‘drugs’’ wherever appearing. 

Subsec. (f). Pub. L. 94–295, § 9(a)(1), substituted ‘‘drug 

or device’’ for ‘‘drug’’. 

1970—Subsec. (b)(5)(D). Pub. L. 91–515 substituted pro-

visions authorizing members of an advisory committee 

to receive compensation at rates fixed by the Sec-

retary, with a specific maximum amount, and travel 

expenses, including per diem in lieu of subsistence, as 

authorized by section 5703(b) of Title 5, for provisions 

authorizing such members to receive as compensation 

a reasonable per diem for time actually spent on com-

mittee work, and necessary traveling and subsistence 

expenses while serving away from their places of resi-

dence. 

1962—Subsec. (b)(5)(B). Pub. L. 87–781 provided that 

clause (i) of this subparagraph shall not apply to a 

color additive in feed of animals raised for food produc-

tion, if under the conditions of use specified in proposed 

labeling, and which conditions are reasonably certain 

to be followed in practice, such additive will not ad-

versely affect the animals and no residue will be found 

in any edible portion of such animal after slaughter or 

in any food from the living animal. 

1960—Pub. L. 86–618 amended section generally. Prior 

to amendment, section read as follows: ‘‘The admitting 

to listing and certification of coal-tar colors, in accord-

ance with regulations prescribed under this chapter, 

shall be performed only upon payment of such fees, 

which shall be specified in such regulations, as may be 

necessary to provide, maintain, and equip an adequate 

service for such purposes.’’ 

EFFECTIVE DATE OF 1962 AMENDMENT 

Amendment by Pub. L. 87–781 effective Oct. 10, 1962, 

see section 107 of Pub. L. 87–781, set out as a note under 

section 321 of this title. 

EFFECTIVE DATE OF 1960 AMENDMENT, TRANSITIONAL 

PROVISIONS, AND EFFECT ON OTHER LAWS 

Title II of Pub. L. 86–618 provided that: 

‘‘SEC. 201. [DEFINITIONS.] As used in this title, the 

term ‘basic Act’ means the Federal Food, Drug, and 

Cosmetic Act [this chapter]; the term ‘enactment date’ 

means the date of enactment of this Act [July 12, 1960]; 

and other terms, insofar as also used in the basic Act 

(whether before or after enactment of this Act) shall 

have the same meaning as they have, or had when in ef-

fect, under the basic Act. 

‘‘SEC. 202. [EFFECTIVE DATE.] This Act [amending this 

section and sections 321, 331, 333, 342, 343, 346, 351, 352, 

361, 362, and 371 of this title and repealing sections 354 

and 364 of this title] shall, subject to the provisions of 

section 203, take effect on the enactment date [July 12, 

1960]. 

‘‘SEC. 203. [PROVISIONAL LISTINGS OF COMMERCIALLY 

ESTABLISHED COLORS.] (a)(1) The purpose of this section 

is to make possible, on an interim basis for a reason-

able period, through provisional listings, the use of 

commercially established color additives to the extent 

consistent with the public health, pending the comple-

tion of the scientific investigations needed as a basis 

for making determinations as to listing of such addi-

tives under the basic Act as amended by this Act. A 

provisional listing (including a deemed provisional list-

ing) of a color additive under this section for any use 

shall, unless sooner terminated or expiring under the 

provisions of this section, expire (A) on the closing date 
(as defined in paragraph (2) of this subsection) or (B) on 
the effective date of a listing of such additive for such 
use under section 706 [now 721] of the basic Act, [this 
section], whichever date first occurs. 

‘‘(2) For the purposes of this section, the term ‘clos-
ing date’ means (A) the last day of the two and one-half 
year period beginning on the enactment date [July 12, 
1960] or (B), with respect to a particular provisional 
listing (or deemed provisional listing) of a color addi-
tive or use thereof, such later closing date as the Sec-
retary may from time to time establish pursuant to the 
authority of this paragraph. The Secretary may by reg-
ulation, upon application of an interested person or on 
his own initiative, from time to time postpone the 
original closing date with respect to a provisional list-
ing (or deemed provisional listing) under this section of 
a specified color additive, or of a specified use or uses 
of such additive, for such period or periods as he finds 
necessary to carry out the purpose of this section, if in 
the Secretary’s judgment such action is consistent 
with the objective of carrying to completion in good 
faith, as soon as reasonably practicable, the scientific 
investigations necessary for making a determination as 
to listing such additive, or such specified use or uses 
thereof, under section 706 [now 721] of the basic Act 
[this section]. The Secretary may terminate a post-
ponement of the closing date at any time if he finds 
that such postponement should not have been granted, 
or that by reason of a change in circumstances the 
basis for such postponement no longer exists, or that 
there has been a failure to comply with a requirement 
for submission of progress reports or with other condi-
tions attached to such postponement. 

‘‘(b) Subject to the other provisions of this section— 
‘‘(1) any color additive which, on the day preceding 

the enactment date [July 12, 1960], was listed and cer-
tifiable for any use or uses under section 406(b), 504, 
or 604 [section 346(b), 354, or 364 of this title], or under 
the third proviso of section 402(c) [section 342(c) of 
this title], of the basic Act, and of which a batch or 
batches had been certified for such use or uses prior 
to the enactment date [July 12, 1960], and 

‘‘(2) any color additive which was commercially 
used or sold prior to the enactment date [July 12, 
1960] for any use or uses in or on any food, drug, or 
cosmetic, and which either, (A), on the day preceding 
the enactment date [July 12, 1960], was not a material 
within the purview of any of the provisions of the 
basic Act enumerated in paragraph (1) of this sub-
section, or (B) is the color additive known as syn-
thetic beta-carotene, 

shall, beginning on the enactment date [July 12, 1960], 
be deemed to be provisionally listed under this section 
as a color additive for such use or uses. 

‘‘(c) Upon request of any person, the Secretary, by 
regulations issued under subsection (d), shall without 
delay, if on the basis of the data before him he deems 
such action consistent with the protection of the public 
health, provisionally list a material as a color additive 
for any use for which it was listed, and for which a 
batch or batches of such material had been certified, 
under section 406(b), 504, or 604 of the basic Act [section 
346(b), 354, or 364 of this title] prior to the enactment 
date [July 12, 1960], although such color was no longer 
listed and certifiable for such use under such sections 
on the day preceding the enactment date. Such provi-
sional listing shall take effect on the date of publica-
tion. 

‘‘(d)(1) The Secretary shall, by regulations issued or 
amended from time to time under this section— 

‘‘(A) insofar as practicable promulgate and keep 
current a list or lists of the color additives, and of 
the particular uses thereof, which he finds are 
deemed provisionally listed under subsection (b), and 

the presence of a color additive on such a list with re-

spect to a particular use shall, in any proceeding 

under the basic Act, be conclusive evidence that such 

provisional listing is in effect; 
‘‘(B) provide for the provisional listing of the color 

additives and particular uses thereof specified in sub-

section (c); 
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‘‘(C) provide, with respect to particular uses for 

which color additives are or are deemed to be provi-

sionally listed, such temporary tolerance limitations 

(including such limitations at zero level) and other 

conditions of use and labeling or packaging require-

ments, if any, as in his judgment are necessary to 

protect the public health pending listing under sec-

tion 706 [now 721] of the basic Act [this section]; 
‘‘(D) provide for the certification of batches of such 

color additives (with or without diluents) for the uses 

for which they are so listed or deemed to be listed 

under this section, except that such an additive 

which is a color additive deemed provisionally listed 

under subsection (b)(2) of this section shall be deemed 

exempt from the requirement of such certification 

while not subject to a tolerance limitation; and 
‘‘(E) provide for the termination of a provisional 

listing (or deemed provisional listing) of a color addi-

tive or particular use thereof forthwith whenever in 

his judgment such action is necessary to protect the 

public health. 
‘‘(2)(A) Except as provided in subparagraph (C) of this 

paragraph, regulations under this section shall, from 

time to time, be issued, amended, or repealed by the 

Secretary without regard to the requirements of the 

basic Act [subsec. (e) of this section], but for the pur-

poses of the application of section 706(e) [now 721(e)] of 

the basic Act (relating to fees) and of determining the 

availability of appropriations of fees (and of advance 

deposits to cover fees), proceedings, regulations, and 

certifications under this section shall be deemed to be 

proceedings, regulations, and certifications under such 

section 706 [now 721, this section]. Regulations provid-

ing for fees (and advance deposits to cover fees), which 

on the day preceding the enactment date [July 12, 1960] 

were in effect pursuant to section 706 [now 721] of the 

basic Act [this section], shall be deemed to be regula-

tions under such section 706 [now 721, this section] as 

amended by this Act, and appropriations of fees (and 

advance deposits) available for the purposes specified in 

such section 706 [now 721] as in effect prior to the en-

actment date [July 12, 1960] shall be available for the 

purposes specified in such section 706 [now 721, this sec-

tion] as so amended. 
‘‘(B) If the Secretary, by regulation— 

‘‘(i) has terminated a provisional listing (or deemed 

provisional listing) of a color additive or particular 

use thereof pursuant to paragraph (1)(E) of this sub-

section; or 
‘‘(ii) has, pursuant to paragraph (1)(C) or paragraph 

(3) of this subsection, initially established or ren-

dered more restrictive a tolerance limitation or other 

restriction or requirement with respect to a provi-

sional listing (or deemed provisional listing) which 

listing had become effective prior to such action, 
any person adversely affected by such action may, prior 

to the expiration of the period specified in clause (A) of 

subsection (a)(2) of this section, file with the Secretary 

a petition for amendment of such regulation so as to 

revoke or modify such action of the Secretary, but the 

filing of such petition shall not operate to stay or sus-

pend the effectiveness of such action. Such petition 

shall, in accordance with regulations, set forth the pro-

posed amendment and shall contain data (or refer to 

data which are before the Secretary or of which he will 

take official notice), which show that the revocation or 

modification proposed is consistent with the protection 

of the public health. The Secretary shall, after publish-

ing such proposal and affording all interested persons 

an opportunity to present their views thereon orally or 

in writing, act upon such proposal by published order. 
‘‘(C) Any person adversely affected by an order en-

tered under subparagraph (B) of this paragraph may, 

within thirty days after its publication, file objections 

thereto with the Secretary, specifying with particular-

ity the provisions of the order deemed objectionable, 

stating reasonable grounds for such objections, and re-

questing a public hearing upon such objections. The 

Secretary shall hold a public hearing on such objec-

tions and shall, on the basis of the evidence adduced at 

such hearing, act on such objections by published 

order. Such order may reinstate a terminated provi-

sional listing, or increase or dispense with a previously 

established temporary tolerance limitation, or make 

less restrictive any other limitation established by him 

under paragraph (1) or (3) of this subsection, only if in 

his judgment the evidence so adduced shows that such 

action will be consistent with the protection of the 

public health. An order entered under this subpara-

graph shall be subject to judicial review in accordance 

with section 701(f) of the basic Act [section 371(f) of this 

title] except that the findings and order of the Sec-

retary shall be sustained only if based upon a fair eval-

uation of the entire record at such hearing. No stay or 

suspension of such order shall be ordered by the court 

pending conclusion of such judicial review. 

‘‘(D) On and after the enactment date [July 12, 1960], 

regulations, provisional listings, and certifications (or 

exemptions from certification) in effect under this sec-

tion shall, for the purpose of determining whether an 

article is adulterated or misbranded within the mean-

ing of the basic Act by reason of its being, bearing, or 

containing a color additive, have the same effect as 

would regulations, listings, and certifications (or ex-

emptions from certification) under section 706 [now 721] 

of the basic Act [this section]. A regulation, provisional 

listing or termination thereof, tolerance limitation, or 

certification or exemption therefrom, under this sec-

tion shall not be the basis for any presumption or infer-

ence in any proceeding under section 706(b) or (c) [now 

721(b), (c)] of the basic Act [subsec. (b) or (c) of this sec-

tion]. 

‘‘(3) For the purpose of enabling the Secretary to 

carry out his functions under paragraphs (1)(A) and (C) 

of this subsection with respect to color additives 

deemed provisionally listed, he shall, as soon as prac-

ticable after enactment of this Act [July 12, 1960], af-

ford by public notice a reasonable opportunity to inter-

ested persons to submit data relevant thereto. If the 

data so submitted or otherwise before him do not, in 

his judgment, establish a reliable basis for including 

such a color additive or particular use or uses thereof 

in a list or lists promulgated under paragraph (1)(A), or 

for determining the prevailing level or levels of use 

thereof prior to the enactment date [July 12, 1960] with 

a view to prescribing a temporary tolerance or toler-

ances for such use or uses under paragraph (1)(C), the 

Secretary shall establish a temporary tolerance limita-

tion at zero level for such use or uses until such time 

as he finds that it would not be inconsistent with the 

protection of the public health to increase or dispense 

with such temporary tolerance limitation. 

‘‘SEC. 204. [EFFECT ON MEAT INSPECTION AND POULTRY 

PRODUCTS INSPECTION ACTS.] Nothing in this Act 

[amending this section and sections 321, 331, 333, 342, 

343, 346, 351, 352, 361, 362, and 371 of this title and repeal-

ing sections 354 and 364 of this title] shall be construed 

to exempt any meat or meat food product, poultry or 

poultry product, or any person from any requirement 

imposed by or pursuant to the Meat Inspection Act of 

March 4, 1907, 34 Stat. 1260, as amended or extended (21 

U.S.C. 71 and the following) [see section 601 et seq. of 

this title] or the Poultry Products Inspection Act (21 

U.S.C. 451 and the following).’’ 

EFFECTIVE DATE; ACCELERATION 

This section was made ‘‘immediately effective’’ by 

act May 2, 1939, ch. 107, title I, § 1, 53 Stat. 631. 

TERMINATION OF ADVISORY COMMITTEES 

Advisory committees in existence on Jan. 5, 1973, to 

terminate not later than the expiration of the 2-year 

period following Jan. 5, 1973, and advisory committees 

established after Jan. 5, 1973, to terminate not later 

than the expiration of the 2-year period beginning on 

the date of their establishment, unless in the case of a 

committee established by the President or an officer of 

the Federal Government, such committee is renewed by 

appropriate action prior to the expiration of such 2- 
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year period, or in the case of a committee established 

by Congress, its duration is otherwise provided by law. 

See section 14 of Pub. L. 92–463, Oct. 6, 1972, 86 Stat. 776, 

set out in the Appendix to Title 5, Government Organi-

zation and Employees. 

REFERENCES IN OTHER LAWS TO GS–16, 17, OR 18 PAY 

RATES 

References in laws to the rates of pay for GS–16, 17, 

or 18, or to maximum rates of pay under the General 

Schedule, to be considered references to rates payable 

under specified sections of Title 5, Government Organi-

zation and Employees, see section 529 [title I, § 101(c)(1)] 

of Pub. L. 101–509, set out in a note under section 5376 

of Title 5. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 321, 331, 342, 343, 

346a, 351, 352, 360j, 361, 362, 453, 601, 1033 of this title.  

PART C—FEES 

SUBPART 1—FREEDOM OF INFORMATION FEES 

§ 379f. Recovery and retention of fees for free-
dom of information requests 

(a) In general 

The Secretary, acting through the Commis-
sioner of Food and Drugs, may— 

(1) set and charge fees, in accordance with 
section 552(a)(4)(A) of title 5, to recover all 
reasonable costs incurred in processing re-
quests made under section 552 of title 5 for 
records obtained or created under this chapter 
or any other Federal law for which respon-
sibility for administration has been delegated 
to the Commissioner by the Secretary; 

(2) retain all fees charged for such requests; 
and 

(3) establish an accounting system and pro-
cedures to control receipts and expenditures of 
fees received under this section. 

(b) Use of fees 

The Secretary and the Commissioner of Food 
and Drugs shall not use fees received under this 
section for any purpose other than funding the 
processing of requests described in subsection 
(a)(1) of this section. Such fees shall not be used 
to reduce the amount of funds made to carry out 
other provisions of this chapter. 

(c) Waiver of fees 

Nothing in this section shall supersede the 
right of a requester to obtain a waiver of fees 
pursuant to section 552(a)(4)(A) of title 5. 

(June 25, 1938, ch. 675, § 731, formerly § 711, as 
added Nov. 28, 1990, Pub. L. 101–635, title II, § 201, 
104 Stat. 4584; renumbered § 731, Oct. 29, 1992, 
Pub. L. 102–571, title I, § 106(6), 106 Stat. 4499.) 

CODIFICATION 

Section was formerly classified to section 379c of this 

title prior to renumbering by Pub. L. 102–571. 

SUBPART 2—FEES RELATING TO DRUGS 

§ 379g. Definitions 

For purposes of this part: 
(1) The term ‘‘human drug application’’ 

means an application for— 
(A) approval of a new drug submitted 

under section 355(b)(1) of this title, 

(B) approval of a new drug submitted 
under section 355(b)(2) of this title after Sep-
tember 30, 1992, which requests approval of— 

(i) a molecular entity which is an active 
ingredient (including any salt or ester of 
an active ingredient), or 

(ii) an indication for a use, 

that had not been approved under an appli-
cation submitted under section 355(b) of this 
title, 

(C) initial certification or initial approval 
of an antibiotic drug under section 357 of 
this title, or 

(D) licensure of a biological product under 
section 262 of title 42. 

Such term does not include a supplement to 
such an application, does not include an appli-
cation with respect to whole blood or a blood 
component for transfusion, does not include 
an application with respect to a bovine blood 
product for topical application licensed before 
September 1, 1992, an allergenic extract prod-
uct, or an in vitro diagnostic biologic product 
licensed under section 262 of title 42, and does 
not include an application with respect to a 
large volume parenteral drug product ap-
proved before September 1, 1992. 

(2) The term ‘‘supplement’’ means a request 
to the Secretary to approve a change in a 
human drug application which has been ap-
proved. 

(3) The term ‘‘prescription drug product’’ 
means a specific strength or potency of a drug 
in final dosage form— 

(A) for which a human drug application 
has been approved, and 

(B) which may be dispensed only under 
prescription pursuant to section 353(b) of 
this title. 

Such term does not include whole blood or a 
blood component for transfusion, does not in-
clude a bovine blood product for topical appli-
cation licensed before September 1, 1992, an al-
lergenic extract product, or an in vitro diag-
nostic biologic product licensed under section 
262 of title 42, and does not include a large vol-
ume parenteral drug product approved before 
September 1, 1992. 

(4) The term ‘‘final dosage form’’ means, 
with respect to a prescription drug product, a 
finished dosage form which is approved for ad-
ministration to a patient without further 
manufacturing. 

(5) The term ‘‘prescription drug establish-
ment’’ means a foreign or domestic place of 
business which is— 

(A) at one general physical location con-
sisting of one or more buildings all of which 
are within 5 miles of each other, at which 
one or more prescription drug products are 
manufactured in final dosage form, and 

(B) under the management of a person that 
is listed as the applicant in a human drug 
application for a prescription drug product 
with respect to at least one such product. 

For purposes of this paragraph, the term 
‘‘manufactured’’ does not include packaging. 

(6) The term ‘‘process for the review of 
human drug applications’’ means the following 
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activities of the Secretary with respect to the 
review of human drug applications and supple-
ments: 

(A) The activities necessary for the review 
of human drug applications and supple-
ments. 

(B) The issuance of action letters which 
approve human drug applications or which 
set forth in detail the specific deficiencies in 
such applications and, where appropriate, 
the actions necessary to place such applica-
tions in condition for approval. 

(C) The inspection of prescription drug es-
tablishments and other facilities undertaken 
as part of the Secretary’s review of pending 
human drug applications and supplements. 

(D) Activities necessary for the review of 
applications for licensure of establishments 
subject to section 262 of title 42 and for the 
release of lots of biologics under such sec-
tion. 

(E) Monitoring of research conducted in 
connection with the review of human drug 
applications. 

(7) The term ‘‘costs of resources allocated 
for the process for the review of human drug 
applications’’ means the expenses incurred in 
connection with the process for the review of 
human drug applications for— 

(A) officers and employees of the Food and 
Drug Administration, employees under con-
tract with the Food and Drug Administra-
tion who work in facilities owned or leased 
for the Food and Drug Administration, advi-
sory committees, and costs related to such 
officers, employees, and committees, 

(B) management of information, and the 
acquisition, maintenance, and repair of com-
puter resources, 

(C) leasing, maintenance, renovation, and 
repair of facilities and acquisition, mainte-
nance, and repair of fixtures, furniture, sci-
entific equipment, and other necessary ma-
terials and supplies, and 

(D) collecting fees under section 379h of 
this title and accounting for resources allo-
cated for the review of human drug applica-
tions and supplements. 

(8) The term ‘‘adjustment factor’’ applicable 
to a fiscal year is the lower of— 

(A) the Consumer Price Index for all urban 
consumers (all items; United States city av-
erage) for August of the preceding fiscal 
year divided by such Index for August 1992, 
or 

(B) the total of discretionary budget au-
thority provided for programs in the domes-
tic category for the immediately preceding 
fiscal year (as reported in the Office of Man-
agement and Budget sequestration preview 
report, if available, required under section 
254(d) of the Balanced Budget and Emer-
gency Deficit Control Act of 1985 [2 U.S.C. 
904(d)]) divided by such budget authority for 
fiscal year 1992 (as reported in the Office of 
Management and Budget final sequestration 
report submitted after the end of the 102d 
Congress, 2d Session). 

The terms ‘‘budget authority’’ and ‘‘category’’ 
in subparagraph (B) are as defined in the Bal-

anced Budget and Emergency Deficit Control 
Act of 1985 [2 U.S.C. 900 et seq.], as in effect as 
of September 1, 1992. 

(June 25, 1938, ch. 675, § 735, as added Oct. 29, 1992, 
Pub. L. 102–571, title I, § 103, 106 Stat. 4491.) 

TERMINATION OF SECTION 

For termination of section by section 105 of 

Pub. L. 102–571, see Termination Date note 

below. 

REFERENCES IN TEXT 

The Balanced Budget and Emergency Deficit Control 

Act of 1985, referred to in par. (8), is title II of Pub. L. 

99–177, Dec. 12, 1985, 99 Stat. 1038, as amended, which en-

acted chapter 20 (§ 900 et seq.) and sections 654 to 656 of 

Title 2, The Congress, amended sections 602, 622, 631 to 

642, and 651 to 653 of Title 2, sections 1104 to 1106, and 

1109 of Title 31, Money and Finance, and section 911 of 

Title 42, The Public Health and Welfare, repealed sec-

tion 661 of Title 2, enacted provisions set out as notes 

under section 900 of Title 2 and section 911 of Title 42, 

and amended provisions set out as a note under section 

621 of Title 2. For complete classification of this Act to 

the Code, see Short Title note set out under section 900 

of Title 2 and Tables. 

TERMINATION DATE 

Section 105 of Pub. L. 102–571 provided that: ‘‘The 

amendments made by section 103 [enacting this sub-

part] shall not be in effect after October 1, 1997 and sec-

tion 104 [enacting provisions set out as a note below] 

shall not be in effect after 120 days after such date.’’ 

CONGRESSIONAL FINDINGS CONCERNING PRESCRIPTION 

DRUG USER FEES 

Section 102 of title I of Pub. L. 102–571 provided that: 

‘‘The Congress finds that— 

‘‘(1) prompt approval of safe and effective new drugs 

is critical to the improvement of the public health so 

that patients may enjoy the benefits provided by 

these therapies to treat and prevent illness and dis-

ease; 

‘‘(2) the public health will be served by making ad-

ditional funds available for the purpose of augment-

ing the resources of the Food and Drug Administra-

tion that are devoted to the process for review of 

human drug applications; and 

‘‘(3) the fees authorized by this title [see Short 

Title of 1992 Amendment note, set out under section 

301 of this title] will be dedicated toward expediting 

the review of human drug applications as set forth in 

the goals identified in the letters of September 14, 

1992, and September 21, 1992, from the Commissioner 

of Food and Drugs to the Chairman of the Energy and 

Commerce Committee of the House of Representa-

tives and the Chairman of the Labor and Human Re-

sources Committee of the Senate, as set forth at 138 

Cong. Rec. H9099–H9100 (daily ed. September 22, 

1992).’’ 

ANNUAL REPORTS 

Section 104 of Pub. L. 102–571 provided that: 

‘‘(a) FIRST REPORT.—Within 60 days after the end of 

each fiscal year during which fees are collected under 

part 2 of subchapter C of chapter VII of the Federal 

Food, Drug, and Cosmetic Act [this subpart], the Sec-

retary of Health and Human Services shall submit a re-

port stating the Food and Drug Administration’s 

progress in achieving the goals identified in section 

102(3) of this Act [set out as a note above] during such 

fiscal year and that agency’s future plans for meeting 

such goals. 

‘‘(b) SECOND REPORT.—Within 120 days after the end 

of each fiscal year during which such fees are collected, 

the Secretary of Health and Human Services shall sub-

mit a report on the implementation of the authority 
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for such fees during such fiscal year and on the use the 
Food and Drug Administration made of the fees col-
lected during such fiscal year for which the report is 
made. 

‘‘(c) COMMITTEES.—The reports described in sub-
sections (a) and (b) shall be submitted to the Commit-
tee on Energy and Commerce of the House of Rep-
resentatives and the Committee on Labor and Human 
Resources of the Senate.’’ 

ANIMAL DRUG USER FEE STUDY 

Section 108 of Pub. L. 102–571 provided that: 
‘‘(a) STUDY.—The Secretary, in consultation with 

manufacturers of animal drug products and other inter-
ested persons, shall undertake a study to evaluate 
whether, and under what conditions, to impose user 
fees to supplement appropriated funds in order to im-
prove the process of reviewing applications (including 
abbreviated and supplemental applications) for new 
animal drugs under section 512 of the Federal Food, 
Drug, and Cosmetic Act [21 U.S.C. 360b]. The study 
shall include— 

‘‘(1) an assessment of the overall review process for 
animal drugs at the Center for Veterinary Medicine, 
including the number of applications received, and 
the average times for interim and final decisions on 
each type of application, 

‘‘(2) the current allocation of funds to the animal 
drug review process, 

‘‘(3) recommendations for goals for decision making 
times on applications submitted to the Center for 
Veterinary Medicine and for additional resources re-
quired to meet the goals, and 

‘‘(4) recommendations for supplementing the re-
sources for the animal drug review process through 
user fees. 
‘‘(b) COMPLETION.—The results of the study required 

by subsection (a) shall be presented no later than Janu-
ary 4, 1994, to the Committee on Energy and Commerce 
of the House of Representatives and the Committee on 
Labor and Human Resources of the Senate.’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 379h of this title. 

§ 379h. Authority to assess and use drug fees 

(a) Types of fees 

Beginning in fiscal year 1993, the Secretary 
shall assess and collect fees in accordance with 
this section as follows: 

(1) Human drug application and supplement 
fee 

(A) In general 

Each person that submits, on or after Sep-
tember 1, 1992, a human drug application or 
a supplement shall be subject to a fee as fol-
lows: 

(i) A fee established in subsection (b) of 
this section for a human drug application 
for which clinical data (other than bio-
availability or bioequivalence studies) 
with respect to safety or effectiveness are 
required for approval. 

(ii) A fee established in subsection (b) of 
this section for a human drug application 
for which clinical data with respect to 
safety or effectiveness are not required or 
a supplement for which clinical data 
(other than bioavailability or bioequiva-
lence studies) with respect to safety or ef-
fectiveness are required. 

(B) Payment schedule 

(i) First payment 

50 percent of the fee required by subpara-
graph (A) shall be due upon submission of 
the application or supplement. 

(ii) Final payment 

The remaining 50 percent of the fee re-
quired by subparagraph (A) shall be due 
upon— 

(I) the expiration of 30 days from the 
date the Secretary sends to the applicant 
a letter designated by the Secretary as 
an action letter described in section 
379g(6)(B) of this title, or 

(II) the withdrawal of the application 
or supplement after it is filed unless the 
Secretary waives the fee or a portion of 
the fee because no substantial work was 
performed on such application or supple-
ment after it was filed. 

The designation under subclause (I) or the 
waiver under subclause (II) shall be solely 
in the discretion of the Secretary and shall 
not be reviewable. 

(C) Exception for previously filed application 
or supplement 

If a human drug application or supplement 
was submitted by a person that paid the fee 
for such application or supplement, was ac-
cepted for filing, and was not approved or 
was withdrawn (without a waiver), the sub-
mission of a human drug application or a 
supplement for the same product by the 
same person (or the person’s licensee, as-
signee, or successor) shall not be subject to 
a fee under subparagraph (A). 

(D) Refund of fee if application not accepted 
for filing 

The Secretary shall refund 50 percent of 
the fee paid under subparagraph (B)(i) for 
any application or supplement which is not 
accepted for filing. 

(2) Prescription drug establishment fee 

Each person that— 
(A) owns a prescription drug establish-

ment, at which is manufactured at least 1 
prescription drug product which is not the, 
or not the same as a, product approved under 
an application filed under section 355(b)(2) or 
355(j) of this title, and 

(B) after September 1, 1992, had pending 
before the Secretary a human drug applica-
tion or supplement, 

shall be subject to the annual fee established 
in subsection (b) of this section for each such 
establishment, payable on or before January 
31 of each year. 

(3) Prescription drug product fee 

(A) In general 

Except as provided in subparagraph (B), 
each person— 

(i) who is named as the applicant in a 
human drug application for a prescription 
drug product which is listed under section 
360 of this title, and 

(ii) who, after September 1, 1992, had 
pending before the Secretary a human 
drug application or supplement, 

shall pay for each such prescription drug 
product the annual fee established in sub-
section (b) of this section. Such fee shall be 
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payable at the time of the first such listing 
of such product in each calendar year. Such 
fee shall be paid only once each year for 
each listed prescription drug product irre-
spective of the number of times such product 
is listed under section 360 of this title. 

(B) Exception 

The listing of a prescription drug product 
under section 360 of this title shall not re-
quire the person who listed such product to 
pay the fee prescribed by subparagraph (A) if 

such product is the same product as a prod-
uct approved under an application filed 
under section 355(b)(2) or 355(j) of this title. 

(b) Fee amounts 

(1) Schedule 

Except as provided in paragraph (2) and sub-
sections (c), (d), (f), and (g) of this section, the 
fees required under subsection (a) of this sec-
tion shall be paid in accordance with the fol-
lowing schedule: 

Fiscal 
Year 1993 

Fiscal 
Year 1994 

Fiscal 
Year 1995 

Fiscal 
Year 1996 

Fiscal 
Year 1997 

Drug application fee: 

Subsection (a)(1)(A)(i) fee ........................... $100,000 $150,000 $208,000 $217,000 $233,000 

Subsection (a)(1)(A)(ii) fee .......................... $50,000 $75,000 $104,000 $108,000 $116,000 

Fee revenue ................................................. $12,000,000 $18,000,000 $25,000,000 $26,000,000 $28,000,000 

Annual establishment fee: 

Fee per establishment ................................. $60,000 $88,000 $126,000 $131,000 $138,000 

Fee revenue ................................................. $12,000,000 $18,000,000 $25,000,000 $26,000,000 $28,000,000 

Annual product fee: 

Fee per product ........................................... $6,000 $9,000 $12,500 $13,000 $14,000 

Fee revenue ................................................. $12,000,000 $18,000,000 $25,000,000 $26,000,000 $28,000,000 

Total fee revenues ............................................. $36,000,000 $54,000,000 $75,000,000 $78,000,000 $84,000,000 

(2) Small business exception 

Any business which has fewer than 500 em-
ployees, including employees of affiliates, and 
which does not have a prescription drug prod-
uct introduced or delivered for introduction 
into interstate commerce shall pay one-half 
the amount of the fee for human drug applica-
tions it submits and shall pay the entire 
amount of the fee for supplements it submits. 
Such a business shall not be required to pay 
any portion of any fee required under sub-
section (a)(1)(A) of this section until 1 year 
after the date of the submission of the applica-
tion involved. For purposes of this paragraph, 
one business is an affiliate of another business 
when, directly or indirectly, one business con-
trols, or has the power to control, the other 
business or a third party controls, or has the 
power to control, both businesses. 

(c) Increases and adjustments 

(1) Revenue increase 

The total fee revenues established by the 
schedule in subsection (b)(1) of this section 
shall be increased by the Secretary by notice, 
published in the Federal Register, for a fiscal 
year to reflect the greater of— 

(A) the total percentage increase that oc-
curred during the preceding fiscal year in 
the Consumer Price Index for all urban con-
sumers (all items; U.S. city average), or 

(B) the total percentage increase for such 
fiscal year in basic pay under the General 
Schedule in accordance with section 5332 of 
title 5, as adjusted by any locality-based 
comparability payment pursuant to section 
5304 of such title for Federal employees sta-
tioned in the District of Columbia. 

(2) Annual fee adjustment 

Subject to the amount appropriated for a fis-
cal year under subsection (g) of this section, 
the Secretary shall, within 60 days after the 

end of each fiscal year beginning after October 
1, 1992, adjust the fees established by the 
schedule in subsection (b)(1) of this section for 
the following fiscal year to achieve the total 
fee revenues, as may be increased under para-
graph (1). Such fees shall be adjusted under 
this paragraph to maintain the proportions es-
tablished in such schedule. 

(3) Limit 

The total amount of fees charged, as ad-
justed under paragraph (2), for a fiscal year 
may not exceed the total costs for such fiscal 
year for the resources allocated for the process 
for the review of human drug applications. 

(d) Fee waiver or reduction 

The Secretary shall grant a waiver from or a 
reduction of 1 or more fees under subsection (a) 
of this section where the Secretary finds that— 

(1) such waiver or reduction is necessary to 
protect the public health, 

(2) the assessment of the fee would present a 
significant barrier to innovation because of 
limited resources available to such person or 
other circumstances, 

(3) the fees to be paid by such person will ex-
ceed the anticipated present and future costs 
incurred by the Secretary in conducting the 
process for the review of human drug applica-
tions for such person, or 

(4) assessment of the fee for an application 
or a supplement filed under section 355(b)(1) of 
this title pertaining to a drug containing an 
active ingredient would be inequitable because 
an application for a product containing the 
same active ingredient filed by another person 
under section 355(b)(2) of this title could not 
be assessed fees under subsection (a)(1) of this 
section. 

In making the finding in paragraph (3), the Sec-
retary may use standard costs. 
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(e) Effect of failure to pay fees 

A human drug application or supplement sub-
mitted by a person subject to fees under sub-
section (a) of this section shall be considered in-
complete and shall not be accepted for filing by 
the Secretary until all fees owed by such person 
have been paid. 

(f) Assessment of fees 

(1) Limitation 

Fees may not be assessed under subsection 
(a) of this section for a fiscal year beginning 
after fiscal year 1993 unless appropriations for 
salaries and expenses of the Food and Drug 
Administration for such fiscal year (excluding 
the amount of fees appropriated for such fiscal 
year) are equal to or greater than the amount 
of appropriations for the salaries and expenses 
of the Food and Drug Administration for the 
fiscal year 1992 multiplied by the adjustment 
factor applicable to the fiscal year involved. 

(2) Authority 

If the Secretary does not assess fees under 
subsection (a) of this section during any por-
tion of a fiscal year because of paragraph (1) 
and if at a later date in such fiscal year the 
Secretary may assess such fees, the Secretary 
may assess and collect such fees, without any 
modification in the rate, for human drug ap-
plications and supplements, prescription drug 
establishments, and prescription drug prod-
ucts at any time in such fiscal year notwith-
standing the provisions of subsection (a) of 
this section relating to the date fees are to be 
paid. 

(g) Crediting and availability of fees 

(1) In general 

Fees collected for a fiscal year pursuant to 
subsection (a) of this section shall be credited 
to the appropriation account for salaries and 
expenses of the Food and Drug Administration 
and shall be available in accordance with ap-
propriation Acts until expended without fiscal 
year limitation. 

(2) Collections and appropriation acts 

The fees authorized by this section— 
(A) shall be collected in each fiscal year in 

an amount equal to the amount specified in 
appropriation Acts for such fiscal year, and 

(B) shall only be collected and available to 
defray increases in the costs of the resources 
allocated for the process for the review of 
human drug applications (including in-
creases in such costs for an additional num-
ber of full-time equivalent positions in the 
Department of Health and Human Services 
to be engaged in such process) over such 
costs for fiscal year 1992 multiplied by the 
adjustment factor. 

(3) Authorization of appropriations 

There are authorized to be appropriated for 
fees under this section— 

(A) $36,000,000 for fiscal year 1993, 
(B) $54,000,000 for fiscal year 1994, 
(C) $75,000,000 for fiscal year 1995, 
(D) $78,000,000 for fiscal year 1996, and 
(E) $84,000,000 for fiscal year 1997, 

as adjusted to reflect increases in the total fee 
revenues made under subsection (c)(1) of this 
section. 

(h) Collection of unpaid fees 

In any case where the Secretary does not re-
ceive payment of a fee assessed under subsection 
(a) of this section within 30 days after it is due, 
such fee shall be treated as a claim of the United 
States Government subject to subchapter II of 
chapter 37 of title 31. 

(i) Construction 

This section may not be construed to require 
that the number of full-time equivalent posi-
tions in the Department of Health and Human 
Services, for officers, employers, and advisory 
committees not engaged in the process of the re-
view of human drug applications, be reduced to 
offset the number of officers, employees, and ad-
visory committees so engaged. 

(June 25, 1938, ch. 675, § 736, as added Oct. 29, 1992, 
Pub. L. 102–571, title I, § 103, 106 Stat. 4494.) 

TERMINATION OF SECTION 

For termination of section by section 105 of 

Pub. L. 102–571, see Termination Date note 

below. 

TERMINATION DATE 

Section not in effect after Oct. 1, 1997, see section 105 

of Pub. L. 102–571, set out as a note under section 379g 

of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 379g of this title. 

SUBCHAPTER VIII—IMPORTS AND 
EXPORTS 

§ 381. Imports and exports 

(a) Imports; list of registered foreign establish-
ments; samples from unregistered foreign es-
tablishments; examination and refusal of ad-
mission 

The Secretary of the Treasury shall deliver to 
the Secretary of Health and Human Services, 
upon his request, samples of food, drugs, devices, 
and cosmetics which are being imported or of-
fered for import into the United States, giving 
notice thereof to the owner or consignee, who 
may appear before the Secretary of Health and 
Human Services and have the right to introduce 
testimony. The Secretary of Health and Human 
Services shall furnish to the Secretary of the 
Treasury a list of establishments registered pur-
suant to subsection (i) of section 360 of this title 
and shall request that if any drugs and devices 
manufactured, prepared, propagated, com-
pounded, or processed in an establishment not so 
registered are imported or offered for import 
into the United States, samples of such drugs 
and devices be delivered to the Secretary of 
Health and Human Services, with notice of such 
delivery to the owner or consignee, who may ap-
pear before the Secretary of Health and Human 
Services and have the right to introduce testi-
mony. If it appears from the examination of 
such samples or otherwise that (1) such article 
has been manufactured, processed, or packed 
under insanitary conditions or, in the case of a 
device, the methods used in, or the facilities or 
controls used for, the manufacture, packing, 
storage, or installation of the device do not con-
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1 So in original. Probably should be ‘‘subsection’’. 

form to the requirements of section 360j(f) of 
this title, or (2) such article is forbidden or re-
stricted in sale in the country in which it was 
produced or from which it was exported, or (3) 
such article is adulterated, misbranded, or in 
violation of section 355 of this title, then such 
article shall be refused admission, except as pro-
vided in subsection (b) of this section. The Sec-
retary of the Treasury shall cause the destruc-
tion of any such article refused admission unless 
such article is exported, under regulations pre-
scribed by the Secretary of the Treasury, within 
ninety days of the date of notice of such refusal 
or within such additional time as may be per-
mitted pursuant to such regulations. Clause (2) 
of the third sentence of this paragraph 1 shall 
not be construed to prohibit the admission of 
narcotic drugs the importation of which is per-
mitted under the Controlled Substances Import 
and Export Act [21 U.S.C. 951 et seq.]. 

(b) Disposition of refused articles 

Pending decision as to the admission of an ar-
ticle being imported or offered for import, the 
Secretary of the Treasury may authorize deliv-
ery of such article to the owner or consignee 
upon the execution by him of a good and suffi-
cient bond providing for the payment of such 
liquidated damages in the event of default as 
may be required pursuant to regulations of the 
Secretary of the Treasury. If it appears to the 
Secretary of Health and Human Services that an 
article included within the provisions of clause 
(3) of subsection (a) of this section can, by re-
labeling or other action, be brought into compli-
ance with this chapter or rendered other than a 
food, drug, device, or cosmetic, final determina-
tion as to admission of such article may be de-
ferred and, upon filing of timely written applica-
tion by the owner or consignee and the execu-
tion by him of a bond as provided in the preced-
ing provisions of this subsection, the Secretary 
may, in accordance with regulations, authorize 
the applicant to perform such relabeling or 
other action specified in such authorization (in-
cluding destruction or export of rejected articles 
or portions thereof, as may be specified in the 
Secretary’s authorization). All such relabeling 
or other action pursuant to such authorization 
shall in accordance with regulations be under 
the supervision of an officer or employee of the 
Department of Health and Human Services des-
ignated by the Secretary, or an officer or em-
ployee of the Department of the Treasury des-
ignated by the Secretary of the Treasury. 

(c) Charges concerning refused articles 

All expenses (including travel, per diem or 
subsistence, and salaries of officers or employees 
of the United States) in connection with the de-
struction provided for in subsection (a) of this 
section and the supervision of the relabeling or 
other action authorized under the provisions of 
subsection (b) of this section, the amount of 
such expenses to be determined in accordance 
with regulations, and all expenses in connection 
with the storage, cartage, or labor with respect 
to any article refused admission under sub-
section (a) of this section, shall be paid by the 
owner or consignee and, in default of such pay-

ment, shall constitute a lien against any future 
importations made by such owner or consignee. 

(d) Reimportation 

(1) Except as provided in paragraph (2), no 
drug subject to section 353(b) of this title which 
is manufactured in a State and exported may be 
imported into the United States unless the drug 
is imported by the manufacturer of the drug. 

(2) The Secretary may authorize the importa-
tion of a drug the importation of which is pro-
hibited by paragraph (1) if the drug is required 
for emergency medical care. 

(e) Exports 

(1) A food, drug, device, or cosmetic intended 
for export shall not be deemed to be adulterated 
or misbranded under this chapter if it— 

(A) accords to the specifications of the for-
eign purchaser, 

(B) is not in conflict with the laws of the 
country to which it is intended for export, 

(C) is labeled on the outside of the shipping 
package that it is intended for export, and 

(D) is not sold or offered for sale in domestic 
commerce. 

This paragraph does not authorize the expor-
tation of any new animal drug, or an animal 
feed bearing or containing a new animal drug, 
which is unsafe within the meaning of section 
360b of this title. 

(2) Paragraph (1) does not apply to any de-
vice— 

(A) which does not comply with an applica-
ble requirement of section 360d or 360e of this 
title, 

(B) which under section 360j(g) of this title is 
exempt from either such section, or 

(C) which is a banned device under section 
360f of this title, 

unless, in addition to the requirements of para-
graph (1), the Secretary has determined that the 
exportation of the device is not contrary to pub-
lic health and safety and has the approval of the 
country to which it is intended for export. 

(June 25, 1938, ch. 675, § 801, 52 Stat. 1058; Oct. 18, 
1949, ch. 696, §§ 1–3, 63 Stat. 882; Oct. 10, 1962, Pub. 
L. 87–781, title III, § 306, 76 Stat. 796; July 13, 1968, 
Pub. L. 90–399, § 106, 82 Stat. 353; Oct. 27, 1970, 
Pub. L. 91–513, title II, § 701(h), 84 Stat. 1282; May 
28, 1976, Pub. L. 94–295, §§ 3(f), 4(b)(3), 90 Stat. 578, 
580; Apr. 22, 1988, Pub. L. 100–293, § 3, 102 Stat. 96; 
June 16, 1992, Pub. L. 102–300, § 6(b)(1), 106 Stat. 
240; Aug. 26, 1992, Pub. L. 102–353, § 5, 106 Stat. 
943; Aug. 13, 1993, Pub. L. 103–80, § 3(cc), (dd)(1), 
107 Stat. 778, 779.) 

REFERENCES IN TEXT 

The Controlled Substances Import and Export Act, 

referred to in subsec. (a), is title III of Pub. L. 91–513, 

Oct. 27, 1970, 84 Stat. 1285, as amended, which is classi-

fied principally to subchapter II (§ 951 et seq.) of chap-

ter 13 of this title. For complete classification of this 

Act to the Code, see Short Title note set out under sec-

tion 951 of this title and Tables. 

AMENDMENTS 

1993—Subsec. (a). Pub. L. 103–80, § 3(dd)(1), substituted 

‘‘Health and Human Services’’ for ‘‘Agriculture’’ after 

‘‘Secretary of’’ in two places in first sentence. 

Subsec. (b). Pub. L. 103–80, § 3(cc), substituted ‘‘Sec-

retary of Health and Human Services’’ for ‘‘Adminis-
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trator’’ after ‘‘If it appears to the’’, ‘‘Secretary’’ for 

‘‘Administrator’’ after ‘‘provisions of this subsection, 

the’’, ‘‘Secretary’s’’ for ‘‘Administrator’s’’ after ‘‘as 

may be specified in the’’, ‘‘Department of Health and 

Human Services’’ for ‘‘Federal Security Agency’’, and 

‘‘Secretary’’ for ‘‘Administrator’’ after ‘‘designated by 

the’’. 
1992—Subsecs. (a), (b). Pub. L. 102–300, which directed 

the substitution of ‘‘Health and Human Services’’ for 

‘‘Health, Education, and Welfare’’ wherever appearing, 

was executed in second sentence of subsec. (a), but 

could not be executed in first sentence of subsec. (a) or 

in subsec. (b) because such words did not appear. See 

1993 Amendment note above and Transfer of Functions 

note below. 
Subsec. (d)(1). Pub. L. 102–353 substituted ‘‘manufac-

turer of’’ for ‘‘person who manufactured’’. 
1988—Subsecs. (d), (e). Pub. L. 100–293 added subsec. 

(d) and redesignated former subsec. (d) as (e). 
1976—Subsec. (a). Pub. L. 94–295, §§ 3(f)(2), 4(b)(3), ex-

panded provisions requiring the Secretary of Health, 

Education, and Welfare to request that the Secretary of 

the Treasury deliver to the Secretary of Health, Edu-

cation, and Welfare items imported or offered for im-

port into the United States that were manufactured, 

prepared, propagated, compounded, or processed in non- 

registered establishments by extending the provisions 

to include devices imported or offered for import, and, 

in cl. (1), inserted reference to devices which were man-

ufactured, packed, stored, or installed using methods, 

facilities, or controls not conforming to the require-

ments of section 360j(f) of this title. 
Subsec. (d). Pub. L. 94–295, § 3(f)(1), designated exist-

ing provisions as par. (1) and added par. (2). 
1970—Subsec. (a). Pub. L. 91–513 substituted ‘‘Clause 

(2) of the third sentence of this paragraph’’ for ‘‘This 

paragraph’’ and ‘‘the Controlled Substances Import and 

Export Act’’ for ‘‘section 173 of this title’’ in last sen-

tence. 
1968—Subsec. (d). Pub. L. 90–399 provided that nothing 

in subsec. (d) shall authorize the exportation of any 

new animal drug, or an animal feed bearing or contain-

ing a new animal drug, which is unsafe within the 

meaning of section 360b of this title. 
1962—Subsec. (a). Pub. L. 87–781 inserted provisions 

requiring the Secretary of Health, Education, and Wel-

fare to furnish the Secretary of the Treasury a list of 

establishments registered under section 360(i) of this 

title, and to request that samples of any drugs from 

any establishments not so registered be delivered to 

the Secretary of Health, Education, and Welfare, with 

notice of delivery to the consignee who may appear be-

fore the Secretary to testify. 
1949—Subsec. (a). Act Oct. 18, 1949, § 1, inserted before 

period at end of second sentence ‘‘, except as provided 

in subsection (b) of this section. The Secretary of the 

Treasury shall cause the destruction of any such arti-

cle refused admission unless such article is exported, 

under regulations prescribed by the Secretary of the 

Treasury within ninety days of the notice of such re-

fusal or within such additional time as may be per-

mitted pursuant to such regulations’’. 
Subsec. (b). Act Oct. 18, 1949, § 2, provided for express 

statutory authority for the long-standing administra-

tive practice of releasing imported articles that do not 

comply with the requirements of the law so that they 

may be relabeled or given appropriate treatment to 

bring them into compliance. 
Subsec. (c). Act Oct. 18, 1949, § 3, charged all costs, in-

cluding salaries and travel and subsistence expenses of 

officers and employees, against importers. 

EFFECTIVE DATE OF 1988 AMENDMENT 

Amendment by Pub. L. 100–293 effective upon expira-

tion of 90 days after Apr. 22, 1988, see section 8(a) of 

Pub. L. 100–293, set out as a note under section 353 of 

this title. 

EFFECTIVE DATE OF 1970 AMENDMENT 

Amendment by Pub. L. 91–513 effective on first day of 

seventh calendar month that begins after Oct. 26, 1970, 

see section 704 of Pub. L. 91–513, set out as an Effective 

Date note under section 801 of this title. 

EFFECTIVE DATE OF 1968 AMENDMENT 

Amendment of subsec. (d) by Pub. L. 90–399 effective 

on first day of thirteenth calendar month after July 13, 

1968, see section 108(a) of Pub. L. 90–399, set out as an 

Effective Date and Transitional Provisions note under 

section 360b of this title. 

SAVINGS PROVISION 

Amendment by Pub. L. 91–513 not to affect or abate 

any prosecutions for violation of law or any civil sei-

zure or forfeitures and injunctive proceedings com-

menced prior to the effective date of such amendment, 

and all administrative proceedings pending before the 

Bureau of Narcotic and Dangerous Drugs [now Drug En-

forcement Administration] on Oct. 27, 1970, to be con-

tinued and brought to final determination in accord 

with laws and regulations in effect prior to Oct. 27, 1970, 

see section 702 of Pub. L. 91–513, set out as a note under 

section 321 of this title. 

TRANSFER OF FUNCTIONS 

Secretary and Department of Health, Education, and 

Welfare redesignated Secretary and Department of 

Health and Human Services by Pub. L. 96–88, title V, 

§ 509(b), Oct. 17, 1979, 93 Stat. 695, which is classified to 

section 3508(b) of Title 20, Education. 
For transfer of functions of Federal Security Admin-

istrator to Secretary of Health, Education, and Welfare 

[now Health and Human Services], and of Food and 

Drug Administration in the Department of Agriculture 

to Federal Security Agency, see note set out under sec-

tion 41 of this title. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in sections 331, 333, 334, 360, 

371, 382 of this title; title 15 section 1456. 

§ 382. Exports of certain unapproved products 

(a) Drugs intended for human or animal use 
which require approval or licensing 

A drug (including a biological product) in-
tended for human or animal use— 

(1) which— 
(A) requires approval by the Secretary 

under section 355 of this title or section 360b 
of this title, or 

(B) requires licensing by the Secretary 
under section 262 of title 42 or by the Sec-
retary of Agriculture under the Act of March 
4, 1913 [21 U.S.C. 151 et seq.] (known as the 
Virus Serum Toxin Act), 

before it may be introduced or delivered for in-
troduction into interstate commerce to a 
country, and 

(2) which does not have such approval or li-
cense, which is not exempt from such sections 
or Act, and which is introduced or delivered 
for introduction into interstate commerce to a 
country, 

is adulterated, misbranded, and in violation of 
such sections or Act unless the export of the 
drug is authorized under subsection (b) of this 
section. 

(b) Conditions for export; active pursuit of drug 
approval or licensing; application for export, 
contents, approval or disapproval; list of eli-
gible countries for export; criteria for list 
change 

(1) A drug (including a biological product) 
may, upon approval of an application submitted 
under paragraph (3), be exported if— 
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(A) the drug contains the same active ingre-
dient as a— 

(i) new drug— 
(I) which has an exemption under section 

355(i) of this title, and 
(II) for which approval is actively being 

pursued by the person who has the exemp-
tion, 

(ii) biological product for human use— 
(I) which has an exemption under section 

355(i) of this title, and 
(II) for which licensing of the biological 

product under section 262 of title 42 is ac-
tively being pursued by the person who has 
the exemption, 

(iii) biological product for animal use— 
(I) for which authority has been granted 

under the Virus-Serum Toxin Act [21 
U.S.C. 151 et seq.] for the preparation of an 
experimental drug product, and 

(II) for which the licensing of the bio-
logical product under such Act is actively 
being pursued by the person who has the 
authority, or 

(iv) new animal drug— 
(I) which has an exemption under section 

360b(j) of this title, and 
(II) for which approval is actively being 

pursued by the person who has the exemp-
tion, 

(B) except as provided in paragraph (2), the 
drug is exported to a country which is listed 
under paragraph (4) and in which the drug is 
approved and has not been withdrawn from 
sale, 

(C) an application for the drug under section 
355 or 360b of this title, section 262 of title 42, 
or the Virus-Serum Toxin Act [21 U.S.C. 151 et 
seq.] has not been disapproved by an order of 
the Secretary under section 355(d) or 360b(d) of 
this title or section 262 of title 42 or by the 
Secretary of Agriculture in the case of an ap-
plication under the Virus-Serum Toxin Act, 

(D) the drug is manufactured, processed, 
packaged, and held in conformity with current 
good manufacturing practice and is not adul-
terated under paragraph (a)(1), (a)(2)(A), (a)(3), 
(c), or (d) of section 351 of this title, 

(E) the outside of the shipping package is la-
beled with the following statement: ‘‘This 
drug may be sold or offered for sale only in the 
following countries: ’’, the blank space 
being filled with a list of the countries to 
which export of the drug is authorized under 
this subsection, 

(F) the drug is not the subject of a notice by 
the Secretary or the Secretary of Agriculture 
of a determination that the manufacture of 
the drug in the United States for export to a 
country is contrary to the public health and 
safety of the United States, 

(G) the requirements of subparagraphs (A) 
through (D) of section 381(d)(1) of this title 
have been met. 

The Secretary shall determine that an applicant 
is actively pursuing the approval or licensing of 
a drug if the applicant has demonstrated that 
degree of attention and continuous directed ef-
fort as may reasonably be expected from, and 

are ordinarily exercised by, a person before ap-
proval or licensing of a drug, such as the prepa-
ration for and the conduct of preclinical or clini-
cal investigations, the analysis of the results of 
such investigations, conferences on such inves-
tigations with government officials, and the 
preparation of an application of approval or li-
censing for the drug. 

(2) The Secretary may permit the export of a 
drug under paragraph (1) to a country which is 
listed under paragraph (4) and in which the drug 
is not approved if the drug is exported to such 
country solely for the purpose of further export 
to a country listed in paragraph (4) in which the 
drug is approved. 

(3)(A) Any person may apply to have a drug ex-
ported under paragraph (1). Such an application 
shall be filed at least 90 days before the date the 
applicant proposes to export the drug for which 
the application is submitted. Before the expira-
tion of 10 days from the date of the submission 
of such an application, the Secretary shall pub-
lish a notice in the Federal Register which iden-
tifies the applicant under such application, the 
drug proposed to be exported under such applica-
tion, and the country to which the drug is pro-
posed to be exported. 

(B) An application for the export of a drug 
shall— 

(i) identify the drug to be exported, 
(ii) list each country to which the drug is to 

be exported and list the persons in each such 
country to which the drug is to be exported, 

(iii) contain a certification by the applicant 
that— 

(I) the applicant will export the drug only 
to a country which is listed in paragraph (4) 
and in which the drug is approved unless the 
drug is authorized to be exported under para-
graph (2) and will export only those quan-
tities of the drug which may reasonably be 
sold in each country to which it is to be ex-
ported, 

(II) the drug is approved by each country 
to which it is to be exported unless the drug 
is authorized to be exported under paragraph 
(2) and the drug has not been withdrawn 
from sale in such country, 

(III) the drug meets the requirements of 
paragraph (1)(D), 

(IV) the drug will be labeled in accordance 
with paragraph (1)(E), and 

(V) the drug meets the requirements of 
paragraphs (1)(C) and (1)(G), 

(iv) contain a certification by the holder of 
the exemption or authority for such drug de-
scribed in paragraph (1)(A) that the holder will 
actively pursue the approval or licensing of 
the drug, 

(v) identify the exemption or authority for 
an experimental drug product in effect for 
such drug under the laws referred to in para-
graph (1)(A), 

(vi) identify the establishments in which the 
drug is manufactured, and 

(vii) include a written agreement from each 
importer to whom the drug is to be exported 
from the United States that such importer 
will not export the drug to a country which is 
not listed under paragraph (4) and will provide 
notice to the applicant of any knowledge of an 



Page 212 TITLE 21—FOOD AND DRUGS § 382 

export of the drug to such a country by any 
person and will maintain records of the drug 
wholesale distributors to which the drug is 
sold. 

(C)(i) Before the expiration of 30 days after the 
date an application is submitted to the Sec-
retary, the Secretary shall review the applica-
tion to determine if the application meets the 
requirements of clauses (i), (ii), (iv), (v), (vi), and 
(vii) of subparagraph (B) and contains the cer-
tifications described in clauses (iii) (other than 
the certification required by clause (iii)(II)) and 
(iv). If the Secretary determines that the appli-
cation meets such requirements and contains 
such certifications the Secretary shall condi-
tionally approve the application. An application 
which is so conditionally approved shall be fi-
nally approved within 5 days of the submission 
of the certification required by clause (iii)(II). 

(ii) If the Secretary proposes to disapprove an 
application, the Secretary shall provide the ap-
plicant with a written statement specifying— 

(I) the deficiencies which the applicant must 
correct in order to enable the Secretary to ap-
prove the application, and 

(II) that the applicant has 60 days after re-
ceiving the statement to correct such defi-
ciencies. 

(D) If the holder of an application approved 
under subparagraph (C) for the export of a drug 
intends to export such drug to a country listed 
in paragraph (4) which is not listed in such ap-
plication, such holder shall submit an amend-
ment to such application to the Secretary not 
later than 30 days before the date of the pro-
posed export to such country identifying the 
country to which the holder intends to export 
such drug and containing information sufficient 
to show that the drug is approved by such coun-
try and has not been withdrawn from sale in 
such country. The Secretary shall approve or 
disapprove the export of such drug to such coun-
try within 15 days of the receipt of the notice re-
quired by this subparagraph. 

(4)(A) The countries to which a drug may be 
exported under paragraph (1) are— 

(i) Australia, 
(ii) Austria, 
(iii) Belgium, 
(iv) Canada, 
(v) Denmark, 
(vi) Federal Republic of Germany, 
(vii) Finland, 
(viii) France, 
(ix) Iceland, 
(x) Ireland, 
(xi) Italy, 
(xii) Japan, 
(xiii) Luxembourg, 
(xiv) The Netherlands, 
(xv) New Zealand, 
(xvi) Norway, 
(xvii) Portugal, 
(xviii) Spain, 
(xix) Sweden, 
(xx) Switzerland, and 
(xxi) The United Kingdom, 

(B) Changes in the list contained in subpara-
graph (A) shall be based on the following cri-
teria: 

(i) Statutory or regulatory requirements 
which require the review of drugs for safety 
and effectiveness by an entity of the govern-
ment of such country and which authorize the 
approval of only those drugs which have been 
determined to be safe and effective by experts 
employed by or acting on behalf of such entity 
and qualified by scientific training and experi-
ence to evaluate the safety and effectiveness 
of drugs on the basis of adequate and well-con-
trolled investigations, including clinical in-
vestigations, conducted by experts qualified 
by scientific training and experience to evalu-
ate the safety and effectiveness of drugs. 

(ii) Statutory or regulatory requirements 
that the methods used in, and the facilities 
and controls used for, the manufacture, proc-
essing, and packing of drugs in the country are 
adequate to preserve their identity, quality, 
purity, and strength. 

(iii) Statutory or regulatory requirements 
for the reporting of adverse reactions to drugs 
and procedures to withdraw approval and re-
move drugs found not to be safe or effective. 

(iv) Statutory or regulatory requirements 
that the labeling and promotion of drugs must 
be in accordance with the approval of the 
drug. 

(c) Report to Secretary by holder of approved ap-
plication; events requiring report; annual re-
port to Secretary on pursuit of approval of 
drug 

(1) The holder of an approved application 
under subsection (b) of this section authorizing 
the export of a drug shall report to the Sec-
retary— 

(A) any withdrawal of an approval of the 
drug by any country to which it has been ex-
ported, 

(B) any withdrawal of the drug from sale in 
any such country, 

(C) the withdrawal of an application by the 
holder under section 355 or 360b of this title, 
section 262 of title 42, or the Virus-Serum 
Toxin Act [21 U.S.C. 151 et seq.], and 

(D) the receipt of any credible information 
indicating that the drug is being or may have 
been exported from a country listed under sub-
section (b)(4) of this section to a country 
which is not listed under such subsection. 

The reporting of an event described in subpara-
graph (A), (B), or (C) shall be made within 15 
days of the occurrence of the event and the re-
porting of the receipt of information under sub-
paragraph (D) shall be made within 15 days of 
the receipt of such information. 

(2) The holder of an approved application 
under subsection (b) of this section authorizing 
the export of a drug shall report annually to the 
Secretary after the date of the approval of the 
application of the actions taken by the holder in 
pursuit of the approval of such drug during the 
year reported on. Not later than 90 days from 
the date of the receipt of a report under this 
paragraph the Secretary shall determine if the 
holder is actively pursuing the approval of such 
drug. 

(d) Export of drug under approved application 
prohibited 

A drug authorized to be exported to a country 
under an application approved under subsection 
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(b) of this section may not be exported to such 
country if— 

(1) an approval of such drug is withdrawn by 
such country, 

(2) the drug is withdrawn from sale in such 
country, 

(3) the Secretary issues an order refusing to 
approve an application of the holder of such 
application under section 355 or 360b of this 
title, section 262 of title 42, or the Virus- 
Serum Toxin Act [21 U.S.C. 151 et seq.], or 

(4) an application for such drug under such 
section or Act is withdrawn or if an exemption 
for such drug under section 355(i) or 360b(j) of 
this title or the authority granted for such 
drug to prepare an experimental drug product 
under the Virus-Serum Toxin Act [21 U.S.C. 
151 et seq.] is withdrawn and no application for 
approval of such drug has been submitted 
under section 355 or 360b of this title, section 
262 of title 42, or the Virus-Serum Toxin Act. 

(e) Determination by Secretary of noncompli-
ance, failure of active pursuit of drug ap-
proval, imminent hazard of drug to public 
health, or exportation of drug to noneligible 
country; notices and hearings; prohibition on 
exportation of drug 

(1) If the Secretary determines that— 
(A) a drug for which an application was ap-

proved under subsection (b) of this section no 
longer complies with subparagraphs (A), (D), 
(E), and (G) of paragraph (1) of such subsection 
or with paragraph (2) of such subsection or the 
holder of such application has not made the 
reports required by subsection (c) of this sec-
tion, or 

(B) the manufacture of a drug in the United 
States for export is contrary to the public 
health and safety of the United States and an 
application for the export of such drug has 
been approved under subsection (b) of this sec-
tion, 

then before taking action against the holder of 
an application for which a determination was 
made under subparagraph (A) or (B), the Sec-
retary shall notify the holder in writing of the 
determination and provide the holder 30 days to 
take such action as may be required so that the 
Secretary would be unable to make such deter-
mination. When the Secretary takes action 
against such holder because of such a deter-
mination, the Secretary shall provide the holder 
a written statement specifying the reasons for 
such determination and provide the person, on 
request, an opportunity for an informal hearing 
with respect to such determination. 

(2) If the Secretary determines that the ap-
proval of a drug is not being actively pursued as 
required by subsection (b)(1)(A) of this section, 
the Secretary shall give the holder of the appli-
cation authorizing the export of such drug 60 
days to assure that actions are taken to actively 
pursue such approval. During the 60-day period 
the Secretary shall give the holder an oppor-
tunity for an informal hearing on the deter-
mination of the Secretary. If upon the expira-
tion of such 60-day period the Secretary deter-
mines that approval of such drug is not being ac-
tively pursued, the Secretary shall prohibit the 
export of such drug. 

(3)(A) If at any time the Secretary, or in the 
absence of the Secretary the individual acting 
as the Secretary, determines that— 

(i) the holder of an approved application 
under subsection (b) of this section is export-
ing a drug from the United States to an im-
porter, 

(ii) such importer is exporting the drug to a 
country which is not listed under subsection 
(b)(4) of this section, and 

(iii) such export presents an imminent haz-
ard to the public health in such country, 

the Secretary shall immediately prohibit the ex-
port of the drug to such importer, give the per-
son exporting the drug from the United States 
prompt notice of the determination, and afford 
such person an opportunity for an expedited 
hearing. 

(B) The authority conferred by subparagraph 
(A) shall not be delegated by the Secretary. A 
determination by the Secretary under subpara-
graph (A) may not be stayed pending final ac-
tion by a reviewing court. 

(4)(A) If the Secretary, or in the absence of the 
Secretary the individual acting as the Sec-
retary, determines that the holder of an ap-
proved application under subsection (b) of this 
section is exporting a drug to a country which is 
not listed under subsection (b)(4) of this section 
and that the export of the drug presents an im-
minent hazard, the Secretary shall immediately 
prohibit the export of the drug to such country, 
give the holder prompt notice of the determina-
tion, and afford the holder an opportunity for an 
expedited hearing. 

(B) The authority conferred by subparagraph 
(A) shall not be delegated by the Secretary. A 
determination by the Secretary under subpara-
graph (A) may not be stayed pending final ac-
tion by a reviewing court. 

(5) If the Secretary receives credible evidence 
that the holder of an application approved under 
subsection (b) of this section is exporting a drug 
to a country which is not listed under sub-
section (b)(4) of this section, the Secretary shall 
give the holder 60 days to provide information to 
the Secretary respecting such evidence and shall 
provide the holder an opportunity for an infor-
mal hearing on such evidence. Upon the expira-
tion of such 60 days the Secretary shall prohibit 
the export of such drug to such country if the 
Secretary determines that the holder of the ap-
plication is exporting the drug to a country 
which is not listed under subsection (b)(4) of this 
section. 

(6) If the Secretary receives credible evidence 
that an importer is exporting a drug to a coun-
try which is not listed under subsection (b)(4) of 
this section, the Secretary shall notify the hold-
er of the application authorizing the export of 
such drug of such evidence and shall require the 
holder to investigate the export by such im-
porter and to report to the Secretary within 14 
days of the receipt of such notice the findings of 
the holder. If the Secretary determines that the 
importer has exported a drug to such a country, 
the Secretary shall prohibit such holder from 
exporting such drug to the importer unless the 
Secretary determines that the export by the im-
porter was unintentional. 
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(f) Drugs used in prevention or treatment of 
tropical disease 

(1) A drug (including a biological product) 
which is to be used in the prevention or treat-
ment of a tropical disease may, upon approval of 
an application submitted under paragraph (2), be 
exported if— 

(A) the Secretary finds, based on credible 
scientific evidence, including clinical inves-
tigations, that the drug is safe and effective in 
the country to which it is to be exported in 
the prevention or treatment of a tropical dis-
ease in such country, 

(B) the drug is manufactured, processed, 
packaged, and held in conformity with current 
good manufacturing practice and is not adul-
terated under paragraph (a)(1), (a)(2)(A), (a)(3), 
(c), or (d) of section 351 of this title, 

(C) the outside of the shipping package is la-
beled with the following statement: ‘‘This 
drug may be sold or offered for sale only in the 
following countries: ’’, the blank space 
being filled with a list of the countries to 
which export of the drug is authorized under 
this subsection, 

(D) the drug is not the subject of a notice by 
the Secretary or the Secretary of Agriculture 
of a determination that the manufacture of 
the drug in the United States for export to a 
country is contrary to the public health and 
safety of the United States, and 

(E) the requirements of subparagraphs (A) 
through (D) of section 381(d)(1) of this title 
have been met. 

(2) Any person may apply to have a drug ex-
ported under paragraph (1). The application 
shall— 

(A) describe the drug to be exported, 
(B) list each country to which the drug is to 

be exported, 
(C) contain a certification by the applicant 

that the drug will not be exported to a country 
for which the Secretary cannot make a finding 
described in paragraph (1)(A), 

(D) identify the establishments in which the 
drug is manufactured, and 

(E) demonstrate to the Secretary that the 
drug meets the requirements of paragraph (1). 

(3) The holder of an approved application for 
the export of a drug under this subsection shall 
report to the Secretary— 

(A) the receipt of any information indicating 
that the drug is being or may have been ex-
ported from a country for which the Secretary 
made a finding under paragraph (1)(A) to a 
country for which the Secretary cannot make 
such a finding, and 

(B) the receipt of any information indicating 
any adverse reactions to such drug. 

(4)(A) If the Secretary determines that— 
(i) a drug for which an application is ap-

proved under paragraph (2) does not continue 
to meet the requirements of paragraph (1), 

(ii) the holder of such application has not 
made the report required by paragraph (3), or 

(iii) the manufacture of such drug in the 
United States for export is contrary to the 
public health and safety of the United States 
and an application for the export of such drug 
has been approved under paragraph (2), 

then before taking action against the holder of 
an application for which a determination was 
made under clause (i), (ii), or (iii), the Secretary 
shall notify the holder in writing of the deter-
mination and provide the holder 30 days to take 
such action as may be required so that the Sec-
retary would be unable to make such determina-
tion. When the Secretary takes action against 
such holder because of such a determination, the 
Secretary shall provide the holder a written 
statement specifying the reasons for such deter-
mination and provide the person, on request, an 
opportunity for an informal hearing with re-
spect to such determination. 

(B) If at any time the Secretary, or in the ab-
sence of the Secretary the individual acting as 
the Secretary, determines that— 

(i) the holder of an approved application 
under paragraph (2) is exporting a drug from 
the United States to an importer, 

(ii) such importer is exporting the drug to a 
country for which the Secretary cannot make 
a finding under paragraph (1)(A), and 

(iii) such export presents an imminent haz-
ard to the public health in such country, 

the Secretary shall immediately prohibit the ex-
port of the drug to such importer, give the per-
son exporting the drug from the United States 
prompt notice of the determination, and afford 
such person an opportunity for an expedited 
hearing. A determination by the Secretary 
under this subparagraph may not be stayed 
pending final action by a reviewing court. The 
authority conferred by this subparagraph shall 
not be delegated by the Secretary. 

(C) If the Secretary, or in the absence of the 
Secretary the individual acting as the Sec-
retary, determines that the holder of an ap-
proved application under paragraph (2) is export-
ing a drug to a country for which the Secretary 
cannot make a finding under paragraph (1)(A), 
and that the export of the drug presents an im-
minent hazard, the Secretary shall immediately 
prohibit the export of the drug to such country, 
give the holder prompt notice of the determina-
tion, and afford the holder an opportunity for an 
expedited hearing. A determination by the Sec-
retary under this subparagraph may not be 
stayed pending final action by a reviewing 
court. The authority conferred by this subpara-
graph shall not be delegated by the Secretary. 

(D) If the Secretary receives credible evidence 
that the holder of an application approved under 
paragraph (2) is exporting a drug to a country 
for which the Secretary cannot make a finding 
under paragraph (1)(A), the Secretary shall give 
the holder 60 days to provide information to the 
Secretary respecting such evidence and shall 
provide the holder an opportunity for an infor-
mal hearing on such evidence. Upon the expira-
tion of such 60 days the Secretary shall prohibit 
the export of such drug to such country if the 
Secretary determines the holder is exporting the 
drug to a country for which the Secretary can-
not make a finding under paragraph (1)(A). 

(E) If the Secretary receives credible evidence 
that an importer is exporting a drug to a coun-
try for which the Secretary cannot make a find-
ing under paragraph (1)(A), the Secretary shall 
notify the holder of the application authorizing 
the export of such drug of such evidence and 
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shall require the holder to investigate the ex-
port by such importer and to report to the Sec-
retary within 14 days of the receipt of such no-
tice the findings of the holder. If the Secretary 
determines that the importer has exported a 
drug to such a country, the Secretary shall pro-
hibit such holder from exporting such drug to 
the importer unless the Secretary determines 
that the export by the importer was uninten-
tional. 

(g) Reference to Secretary and holder of applica-
tion 

For purposes of this section— 
(1) a reference to the Secretary shall in the 

case of a biological product which is required 
to be licensed under the Virus-Serum Toxin 
Act [21 U.S.C. 151 et seq.] be considered to be 
a reference to the Secretary of Agriculture, 
and 

(2) a reference in paragraph (3), (4), (5), or (6) 
of subsection (e) of this section and in sub-
paragraph (B), (C), (D), or (E) of subsection 
(f)(4) of this section to the holder of an appli-
cation shall be considered a reference to any 
person which is under common control with 
holder, is controlled by the holder, controls 
the holder, is owned by the holder, or owns the 
holder. 

(June 25, 1938, ch. 675, § 802, as added Nov. 14, 
1986, Pub. L. 99–660, title I, § 102(2), 100 Stat. 
3743.) 

REFERENCES IN TEXT 

Act of March 4, 1913 (known as the Virus Serum Toxin 

Act), referred to in subsecs. (a)(1)(B), (b)(1)(A)(iii)(I), 

(C), (c)(1)(C), (d)(3), (4), and (g)(1), is act Mar. 4, 1913, ch. 

145, 37 Stat. 828, as amended, which is classified gener-

ally to chapter 5 (§ 151 et seq.) of this title. For com-

plete classification of this Act to the Code, see Short 

Title note set out under section 151 of this title and 

Tables. 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 321 of this title; 

title 42 section 262. 

§ 383. Office of International Relations 

(a) There is established in the Department of 
Health and Human Services an Office of Inter-
national Relations. 

(b) In carrying out the functions of the office 
under subsection (a) of this section, the Sec-
retary may enter into agreements with foreign 
countries to facilitate commerce in devices be-
tween the United States and such countries con-
sistent with the requirements of this chapter. In 
such agreements, the Secretary shall encourage 
the mutual recognition of— 

(1) good manufacturing practice regulations 
promulgated under section 360j(f) of this title, 
and 

(2) other regulations and testing protocols as 
the Secretary determines to be appropriate. 

(June 25, 1938, ch. 675, § 803, as added Nov. 28, 
1990, Pub. L. 101–629, § 15(a), 104 Stat. 4525.) 

REPORT ON ACTIVITIES OF OFFICE OF INTERNATIONAL 

RELATIONS 

Section 15(b) of Pub. L. 101–629 directed Secretary of 

Health and Human Services, not later than 2 years 

after Nov. 28, 1990, to prepare and submit to the appro-

priate committees of Congress a report on the activi-

ties of the Office of International Relations under 21 

U.S.C. 383.  

SUBCHAPTER IX—MISCELLANEOUS 

§ 391. Separability clause 

If any provision of this chapter is declared un-
constitutional, or the applicability thereof to 
any person or circumstances is held invalid, the 
constitutionality of the remainder of the chap-
ter and the applicability thereof to other per-
sons and circumstances shall not be affected 
thereby. 

(June 25, 1938, ch. 675, § 901, 52 Stat. 1059.) 

§ 392. Exemption of meats and meat food prod-
ucts 

(a) Law determinative of exemption 

Meats and meat food products shall be exempt 
from the provisions of this chapter to the extent 
of the application or the extension thereto of 
the Meat Inspection Act, approved March 4, 1907, 
as amended [21 U.S.C. 601 et seq.]. 

(b) Laws unaffected 

Nothing contained in this chapter shall be 
construed as in any way affecting, modifying, 
repealing, or superseding the provisions of sec-
tion 351 of Public Health Service Act [42 U.S.C. 
262] (relating to viruses, serums, toxins, and 
analogous products applicable to man); the 
virus, serum, toxin, and analogous products pro-
visions, applicable to domestic animals, of the 
Act of Congress approved March 4, 1913 [21 U.S.C. 
151 et seq.]; the Filled Cheese Act of June 6, 1896 
(U.S.C., 1934 ed., title 26, ch. 10), the Filled Milk 
Act of March 4, 1923 [21 U.S.C. 61 et seq.]; or the 
Import Milk Act of February 15, 1927 [21 U.S.C. 
141 et seq.]. 

(June 25, 1938, ch. 675, § 902(b), (c), 52 Stat. 1059; 
July 13, 1968, Pub. L. 90–399, § 107, 82 Stat. 353.) 

REFERENCES IN TEXT 

The Meat Inspection Act, approved March 4, 1907, as 

amended, referred to in subsec. (a), is act Mar. 4, 1907, 

ch. 2907, titles I to IV, as added Dec. 15, 1967, Pub. L. 

90–201, 81 Stat. 584, which are classified generally to 

subchapters I to IV (§ 601 et seq.) of chapter 12 of this 

title. For complete classification of this Act to the 

Code, see Short Title note set out under section 601 of 

this title and Tables. 

Act of March 4, 1913, referred to in subsec. (b), is act 

Mar. 4, 1913, ch. 145, 37 Stat. 828, as amended. The provi-

sions of such act relating to viruses, etc., applicable to 

domestic animals, popularly known as the Virus- 

Serum-Toxin Act, are classified generally to chapter 5 

(§ 151 et seq.) of this title. For complete classification of 

this Act to the Code, see Short Title note set out under 

section 151 of this title and Tables. 

The Filled Cheese Act of June 6, 1896 (U.S.C., 1934 ed., 

title 26, ch. 10), referred to in subsec. (b), is act June 6, 

1896, ch. 337, 29 Stat. 253, as amended, which had been 

classified to chapter 10 (§ 1000 et seq.) of Title 26, Inter-

nal Revenue, and included as chapter 17 (§ 2350 et seq.) 

of Title 26, Internal Revenue Code of 1939. Such chapter 

17 was covered by section 4831 et seq. of Title 26, Inter-

nal Revenue Code, prior to the repeal of section 4831 et 

seq. of Title 26 by Pub. L. 93–490, § 3(a)(1), Oct. 26, 1974, 

88 Stat. 1466. 

The Filled Milk Act of March 4, 1923, referred to in 

subsec. (b), is act Mar. 4, 1923, ch. 262, 42 Stat. 1486, as 

amended, which is classified generally to chapter 3 (§ 61 
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et seq.) of this title. For complete classification of this 

Act to the Code, see Short Title note set out under sec-

tion 61 of this title and Tables. 

The Import Milk Act of February 15, 1927, referred to 

in subsec. (b), is act Feb. 15, 1927, ch. 155, 44 Stat. 1101, 

as amended, which is classified generally to subchapter 

IV (§ 141 et seq.) of chapter 4 of this title. For complete 

classification of this Act to the Code, see Short Title 

note set out under section 141 of this title and Tables. 

CODIFICATION 

Subsecs. (a) and (b) of this section comprise respec-

tively subsecs. (b) and (c) of section 902 of act June 25, 

1938. Subsecs. (a) and (d) of section 902 of act June 25, 

1938, which prescribed the effective date of this chapter 

and made appropriations available, are set out as notes 

under section 301 of this title and this section, respec-

tively. 

AMENDMENTS 

1968—Subsec. (b). Pub. L. 90–399 substituted ‘‘section 

262 of title 42 (relating to viruses, serums, toxins, and 

analogous products applicable to man)’’ for ‘‘the virus 

serum, and toxin Act of July 1, 1902’’ and inserted ref-

erence to ‘‘the virus, serum, toxin, and analogous prod-

ucts provisions, applicable to domestic animals, of the 

Act of Congress approved March 4, 1913’’. 

EFFECTIVE DATE OF 1968 AMENDMENT 

Amendment by Pub. L. 90–399 effective on first day of 

thirteenth calendar month after July 13, 1968, see sec-

tion 108(a) of Pub. L. 90–399, set out as an Effective Date 

and Transitional Provisions note under section 360b of 

this title. 

AVAILABILITY OF APPROPRIATIONS 

Section 902(d) of act June 25, 1938, provided that: ‘‘In 

order to carry out the provisions of this Act which take 

effect [see section 902(a) of act June 25, 1938, set out as 

an Effective Date note under section 301 of this title] 

prior to the repeal of the Food and Drugs Act of June 

30, 1906, as amended [sections 1 to 15 of this title], ap-

propriations available for the enforcement of such Act 

of June 30, 1906, are also authorized to be made avail-

able to carry out such provisions.’’ 

SECTION REFERRED TO IN OTHER SECTIONS 

This section is referred to in section 679 of this title. 

§ 393. Food and Drug Administration 

(a) In general 

There is established in the Department of 
Health and Human Services the Food and Drug 
Administration (hereinafter in this section re-
ferred to as the ‘‘Administration’’). 

(b) Commissioner 

(1) Appointment 

There shall be in the Administration a Com-
missioner of Food and Drugs (hereinafter in 
this section referred to as the ‘‘Commis-
sioner’’) who shall be appointed by the Presi-
dent by and with the advice and consent of the 
Senate. 

(2) General powers 

The Secretary, through the Commissioner, 
shall be responsible for executing this chapter 
and for— 

(A) providing overall direction to the Food 
and Drug Administration and establishing 
and implementing general policies respect-
ing the management and operation of pro-
grams and activities of the Food and Drug 
Administration; 

(B) coordinating and overseeing the oper-
ation of all administrative entities within 
the Administration; 

(C) research relating to foods, drugs, cos-
metics, and devices in carrying out this 
chapter; 

(D) conducting educational and public in-
formation programs relating to the respon-
sibilities of the Food and Drug Administra-
tion; and 

(E) performing such other functions as the 
Secretary may prescribe. 

(c) Technical and scientific review groups 

The Secretary through the Commissioner of 
Food and Drugs may, without regard to the pro-
visions of title 5 governing appointments in the 
competitive service and without regard to the 
provisions of chapter 51 and subchapter III of 
chapter 53 of such title relating to classification 
and General Schedule pay rates, establish such 
technical and scientific review groups as are 
needed to carry out the functions of the Admin-
istration, including functions under this chap-
ter, and appoint and pay the members of such 
groups, except that officers and employees of 
the United States shall not receive additional 
compensation for service as members of such 
groups. 

(June 25, 1938, ch. 675, § 903, as added Nov. 4, 1988, 
Pub. L. 100–607, title V, § 503(a), 102 Stat. 3121; 
amended Nov. 18, 1988, Pub. L. 100–690, title II, 
§ 2631, 102 Stat. 4244.) 

REFERENCES IN TEXT 

The provisions of title 5 governing appointments in 

the competitive service, referred to in subsec. (c), are 

classified generally to section 3301 et seq. of Title 5, 

Government Organization and Employees. 

CODIFICATION 

Another section 903 of the Federal Food, Drug, and 

Cosmetic Act was renumbered section 904 and is classi-

fied to section 394 of this title. 

AMENDMENTS 

1988—Subsec. (b)(2). Pub. L. 100–690 substituted ‘‘shall 

be responsible for executing this chapter and for ‘‘shall 

be responsible’’. 

EFFECTIVE DATE 

Section 503(c) of title V of Pub. L. 100–607 provided 

that: 

‘‘(1) Except as provided in paragraph (2), the amend-

ments made by this title [enacting this section and 

amending sections 5315 and 5316 of Title 5, Government 

Organization and Employees] shall take effect on the 

date of enactment of this Act [Nov. 4, 1988]. 

‘‘(2) Section 903(b)(1) of the Federal Food, Drug, and 

Cosmetic Act [21 U.S.C. 393(b)(1)] (as added by sub-

section (a) of this section) shall apply to the appoint-

ments of Commissioners of Food and Drugs made after 

the date of enactment of this Act.’’ 

MANAGEMENT ACTIVITIES STUDY 

Pub. L. 102–571, title II, § 205, Oct. 29, 1992, 106 Stat. 

4502, directed Comptroller General to conduct a study 

of management of activities of the Food and Drug Ad-

ministration that are related to dietary supplements of 

vitamins, minerals, herbs, or other similar nutritional 

substances and submit an interim report to Congress, 

not later than 6 months after Oct. 29, 1992, with a final 

report to be submitted not later than 12 months after 

Oct. 29, 1992. 
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CONGRESSIONAL FINDINGS 

Section 502 of Pub. L. 100–607 provided that: ‘‘Con-

gress finds that— 

‘‘(1) the public health has been effectively protected 

by the presence of the Food and Drug Administration 

during the last eighty years; 

‘‘(2) the presence and importance of the Food and 

Drug Administration must be guaranteed; and 

‘‘(3) the independence and integrity of the Food and 

Drug Administration need to be enhanced in order to 

ensure the continuing protection of the public 

health.’’ 

§ 394. Scientific review groups 

Without regard to the provisions of title 5 gov-
erning appointments in the competitive service 
and without regard to the provisions of chapter 
51 and subchapter III of chapter 53 of such title 
relating to classification and General Schedule 
pay rates, the Commissioner of Food and Drugs 
may— 

(1) establish such technical and scientific re-
view groups as are needed to carry out the 
functions of the Food and Drug Administra-
tion (including functions prescribed under this 
chapter); and 

(2) appoint and pay the members of such 
groups, except that officers and employees of 
the United States shall not receive additional 
compensation for service as members of such 
groups. 

(June 25, 1938, ch. 675, § 904, formerly § 903, as 
added Nov. 28, 1990, Pub. L. 101–635, title III, § 301, 
104 Stat. 4584; renumbered § 904, June 10, 1993, 
Pub. L. 103–43, title XX, § 2006(1), 107 Stat. 209.) 

REFERENCES IN TEXT 

The provisions of title 5 governing appointments in 

the competitive service, referred to in text, are classi-

fied generally to section 3301 et seq. of Title 5, Govern-

ment Organization and Employees. 

§ 395. Loan repayment program 

(a) In general 

(1) Authority for program 

Subject to paragraph (2), the Secretary shall 
carry out a program of entering into contracts 
with appropriately qualified health profes-
sionals under which such health professionals 
agree to conduct research, as employees of the 
Food and Drug Administration, in consider-
ation of the Federal Government agreeing to 
repay, for each year of such service, not more 
than $20,000 of the principal and interest of the 
educational loans of such health professionals. 

(2) Limitation 

The Secretary may not enter into an agree-
ment with a health professional pursuant to 
paragraph (1) unless such professional— 

(A) has a substantial amount of edu-
cational loans relative to income; and 

(B) agrees to serve as an employee of the 
Food and Drug Administration for purposes 
of paragraph (1) for a period of not less than 
3 years. 

(b) Applicability of certain provisions 

With respect to the National Health Service 
Corps Loan Repayment Program established in 
subpart III of part D of title III of the Public 

Health Service Act [42 U.S.C. 254l et seq.], the 
provisions of such subpart shall, except as in-
consistent with subsection (a) of this section, 
apply to the program established in such sub-
section in the same manner and to the same ex-
tent as such provisions apply to the National 
Health Service Corps Loan Repayment Program. 

(c) Authorization of appropriations 

For the purpose of carrying out this section, 
there are authorized to be appropriated such 
sums as may be necessary for each of the fiscal 
years 1994 through 1996. 

(June 25, 1938, ch. 675, § 905, as added June 10, 
1993, Pub. L. 103–43, title XX, § 2006(2), 107 Stat. 
210.) 

REFERENCES IN TEXT 

The Public Health Service Act, referred to in subsec. 

(b), is act July 1, 1944, ch. 373, 58 Stat. 682, as amended. 

Subpart III of part D of title III of the Act is classified 

generally to subpart III [§ 254l et seq.] of part D of sub-

chapter II of chapter 6A of Title 42, The Public Health 

and Welfare. For complete classification of this Act to 

the Code, see Short Title note set out under section 201 

of Title 42 and Tables. 

CHAPTER 10—POULTRY AND POULTRY 
PRODUCTS INSPECTION 

Sec. 

451. Congressional statement of findings. 

452. Congressional declaration of policy. 

453. Definitions. 

454. Federal and State cooperation in develop-

ment and administration of State poultry 

product inspection programs. 

(a) State laws; planning, technical and fi-

nancial assistance; advisory com-

mittees. 

(b) Appropriate State agency; perform-

ance of functions by subordinate 

governmental unit. 

(c) Intrastate activities; designation of 

State for regulation; publication of 

designation; exempted operations; 

termination of designation; review 

of operations in nondesignated 

States; annual report. 

(d) ‘‘State’’ defined. 

455. Inspection in official establishments. 

(a) Ante mortem inspection. 

(b) Post mortem inspection; quarantine, 

segregation, and reinspection. 

(c) Condemnation; appeal; reprocessing. 

456. Operation of premises, facilities and equip-

ment. 

(a) Sanitary practices. 

(b) Refusal of inspection. 

457. Labeling and container standards. 

(a) Requirements for shipping containers 

and immediate containers; noncon-

sumer packaged carcasses. 

(b) Labeling requirements; definitions 

and standards of identity or com-

position or articles and standards of 

fill of container; standards consist-

ent with Federal Food, Drug, and 

Cosmetic Act; consistency between 

Federal and State standards. 

(c) Use of trade names; false or mislead-

ing marking or labeling; misleading 

form or size of container. 

(d) Withholding use of false or misleading 

mark, label, or container size or 

form; modification; hearing; conclu-

siveness of determination; appeal. 

458. Prohibited acts. 


